MPSC Audit Summary

OPQO code: 34451L

Date of Survey: August 30-31, 2016
Review Period: July 1, 2014 — July 1, 2016

Total # of donor records:

¢ OPTN Policy review: 21
e (Critical Data: 30 (20 reviewed on Attachment 1a, 12 reviewed on Attachment 1c [2 records on Attachment 1la were also reviewed on Attachment 1cj)
e DDR and DonorNet” Data Validation: 5
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Clinical score: 97 %

OPTN Policy 2.2 #5 requires
the OPO to verify that
death is pronounced
according to applicable
laws.

Exceptional Concerns: Please note the attached SBAR and CMS Report and see separate PDF for additional

information submitted by the OPO (as requested by the MPSC Chair).

Three of 46 donor records did not have
documentation verifying death was
pronounced according to applicable laws.
I - D<ath pronouncement by
physician not included in the donor record.
{Pronouncement made by Nurse Practitioner
without physician signature.) Documentation
of clinical exam consistent with brain death
not included in the donor record. Upon
request, clinical exam provided by OPO
reports patient with “minimal gag reflex”
intact.

Documentation of a clinical exam
consistent with brain death not included in the
donor record and could not be produced by
the OPO upon request.

I - Documentation of a confirmatory
test for brain death was not in the donor
record. Apnea test was aborted due to donor
instability.

]
The OPO’s state “law does not exist as to how brain death declaration must

occur nor is [the OPO] aware of any federal laws or statutes that exist in
regards to how brain death declaration is to be performed in [the OPO’s
state]. While there are guidelines for determining brain death in [the OPQO's
state], these are only guidelines and not law. Since its inception, the [OPO]
has relied on the hospital expertise only to pronounce brain death. [The
OPQ’s] Policy Verification and Documentation of Brain Death and practice has
been to ensure a copy of the hospital brain death documentation is obtained
and placed in the donor chart. This documentation per policy has been to
ensure it includes that the patient is brain dead, the date/time and a
signature by a physician. Staff were inconsistently verifying this
documentation. [The OPO] did not have a process for ensuring the integrity of
the brain death process.

Root cause:

Inconsistent verification of documentation and no federal law or state statute
defining proper documentation of brain death. Lack of internal process for
verifying hospital policy is followed or for ensuring integrity of brain death
process.

Corrective Action Plan and Estimated Completion Dates:

A containment plan was put into place on August 31, 2016. All Quality, Organ
Services, Family Services, and Professional Services staff could not sign into
our electronic medical records system until they acknowledged receipt of
information regarding the containment plan. The acknowledgement notice
stated the following:

‘1) Moving forward, the Family Services Coordinators {FSCs} will be required
to ensure that a negative clinical exam and apnea test are documented in the
hospital chart and that a copy is made and placed in [the OPO’s] chart along
with the documentation of brain death pronouncement by a physician. 2) If
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an NP is documenting the brain death examination, the note must be co-
signed by the attending physician that they are working under the direction
of. If not co-signed, it cannot be accepted and [the OPO] will not proceed with
organ recovery until accurate documentation is received from the hospital.
This aligns with hospital contract language stating that ‘the determination of
death for a Potential Donor shall be made by the Donor’s attending physician
or by the physician responsible for certifying death at the Hospital.” 3} The
FSCs and Organ Recovery Coordinators {ORCs} will add to their hand
off/report {documented on the Clinical Pathway) that they have reviewed the
documentation of the clinical exam, apnea test, and ancillary procedures {if
applicable} and that a copy of these items and the death note have been
placed in [the OPO’s] chart. 4) The Clinical Quality Assurance Coordinators will
be trained that when reviewing donor charts, documentation of a negative
clinical exam and apnea test must be present in [the OPQ’s] chart along with
a proper brain death note. Ancillary testing might also be present if
performed. Acknowledgement of this notice confirms your understanding of
these requirements and indicates your ability to comply with these
requirements as stated above. All guestions and concerns should immediately
be directed to your manager.”

The above was a containment plan implemented immediately while Member
Quality was onsite on August 31, 2016. Since then, the following corrective
actions will supersede this immediate containment plan.

1. An emergency meeting of {the OPQ’s} Advisory Board will be heid by
October 5, 2016 where the Advisory Board will determine minimum
standards as to what must be documented in the hospital’s brain death note
in order for [the OPQ] to accept it as a suitable brain death declaration note.
This will include that all brain death declarations must be completed by a MD
or DO. The [OPQ’s] Chief Medical Officer will also be part of this meeting in
determining standards.

2. Policy Verification and Documentation of Brain Death will be updated by
October 9, 2016 to reflect that [the CPO} will follow each individual hospital
policy for brain death and that at a minimum the recommendations from the
Advisory Board as to brain death documentation must occur. Additional
updates to this policy will include:

e all brain death documentation is uploaded into the appropriate donor
case in the ‘BD Documentation’ section of the electronic medical
record system.

e the organ recovery coordinator/family services coordinator must call
the administrator on call {AOC) and have the AOC verify that the brain
death note documentation matches the hospital policy and at a
minimum has the requirements that the Advisory Board
recommended.
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e the brain death documentation to be verified by the AOC should be
reviewed from the attachments section in the electronic medical
records system. This review by the AOC will be documented as a case
note in the electronic medical record system.

3. An emergency meeting of [the OPQ’s] Governing Board Executive
Committee will be held by October 10, 2016 to approve the
recommendations to Policy Verification and Documentation of Brain Death
that was recommended by the Advisory Board. Additionally, the policy will be
shared at the next board meeting with all governing board members.

4. Once the policy has been reviewed and approved by the Executive
Committee, the Organ Services, Professional Services and Family Services
staff will be trained on the policy by October 13, 2016.

5. [The OPQO’s] work instruction Organ Chart QA Process will be created to
reflect the key elements that need to be verified as it relates to
documentation regarding pronouncement of brain death per Policy
Verification and Documentation of Brain Death. This will be implemented and
Organ Services, Quality Assurance Coordinators and Family Services
Coordinators will be trained no later than October 13, 2016 on W! Organ
Chart QA Process.

6. The [OPQ’s] Professional Services staff will do a 100% review of all organ
potential hospital brain death policies by September 28, 2016. Each of the
hospital policies on brain death will be uploaded into the iTransplant medical
charting system for access by the organ recovery coordinators, family services
coordinators, professional services coordinators, quality assurance
coordinators and any other applicable staff.

7. In the event that an organ hospital does not have a policy on brain death,
the professional services staff or a member of leadership will make contact
with the hospital to ensure a brain death policy is created and implemented.
This contact will be completed by October 5, 2016 and it will be stressed that
a policy needs [to be] implemented in the next 60 days.

8. The Organ Services new coordinator orientation will be updated to include
the information outlined in the step above. This update will be completed no
later than October 5, 2016.

9. Professional Services staff, President/CEQ and Chief Medical Officer will
provide communication to all organ hospitals regarding the necessity to
pronounce brain death according to hospital policy but also in regards to the
minimum requirements for pronouncing brain death that the [OPO] Advisory
Board recommends and the Executive Committee approves. This will be
completed by October 13, 2016.

10. [The OPO’s]} form ORG-002 Clinical Pathway will be updated to ensure
brain death is documented properly and reviewed by the ACC. The Clinical
Pathway will be updated by October 13, 2016, and family services, organ
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services and quality assurance coordinators will be trained by October 13,
2016.

11. The Organ Services’ new coordinator orientation, Family Services’ new
coordinator orientation, and new Clinical Quality Assurance Coordinator
orientation will be updated to include the information outlined in the step
above. This update will be completed no later than October 5, 2016.
Effectiveness assessment:

Within the electronic medical record system, there is documentation
completed on every case that lists the methods used to pronounce brain
death. A report will be built to monitor those fields and ensure that the
proper methods are being utilized to pronounce brain death. The report will
be run daily and emailed to the Managers of Family Services and Organ
Services so that they can ensure the information is correct and present in the
chart. if documentation is not present they will follow up with the
appropriate staff immediately. This will be implemented by October 13, 2016.
The current organ chart QA process will be updated to be completed in two
parts. An initial QA check of critical information including... pronouncement of
death documentation... to ensure critical items identified in this CAP are
completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this time. This initial check will be initiated within 10 days of
case completion and will be documented on form ORG-085 Organ Chart QA
Checklist. All non-conformances will be tracked through the reportabie events
process per policy QS A1.000. An internal quality committee, will review all
non-conformances on a monthly basis to ensure they were resolved
according to company policy and review any trends identified. If trends are
identified, the quality committee will perform an analysis to determine the
root cause of the trend and recommend proper corrective actions to
implement. The results of all third party audits will be reported to the CEQ,
and Advisory and Executive Boards. This will be added to policy QS A6.000
Third Party Inspection no later than October 5, 2016.”

Critical Data, Accuracy of 2 of 20 donors’ serology results were entered | “HTLV is a serology that is not routinely run by our organization on organ
serologies incorrectly in UNet™¥, donor cases, but is completed on select tissue donor cases at the request of
certain tissue processors. The test is ordered/added to the testing panel by
the tissue Team Leaders after tissue has been recovered. The results can take
up to 5-7 days to receive. Previously, the addition of the HTLV test was not
communicated between tissue and the organ Clinical QA Coordinators (the
organ chart is looked at separately from the tissue chart and by different

EBV IgG = Negative |EBV IgG = Positive coordinators); therefore, the coordinator completing the DDR may not have
EBV IgM = Positive | EBV IigM = Negative been aware of an HTLV result needing to be corrected within the DDR.

The coordinator transposed the results when they were entered into Tiedi.
When this occurred [the OPO was utilizing a different] electronic medical
record system. The results had to be manually entered into Tiedi. We now

HTLV = Not Done HTLV = Negative
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utilize the Transplant Connect/iTransplant electronic medical record system
and the DDR is completed through an import of information pulled from
iTransplant into Tiedi. Lack of process for verifying documentation.

Root cause:

Lack of a verification process resulting in a lack of communication.
Corrective Action Plan and Estimated Completion Dates:

1. Serology results were corrected in Tiedi on September 15, 2016.

2. The QA process for verifying serology results in UNET/TIED! will be updated
to reflect that all serology results documented will be read aloud by one
Clinical Quality Assurance Coordinator and verified in UNET/TIED! by a second
Clinical Quality Assurance Coordinator. if the donor alsoc donated tissue, this
will have to be performed with a Tissue Clinical Quality Assurance
Coordinator to ensure that the final serology results have been received and
that all test results are included prior to validation. This will be implemented
no later than October 5, 2016.

3. On shared organ and tissue cases, a QA team member will share HTLV
results with the organ transplant programs. This is current practice and will
remain part of the continuing process.

4. These changes will be reflected in [the OPQ’s] work instruction WI-
Completing the Deceased Donor Registration. This will be implemented no
later than October 5, 2016.

5. The Clinical Quality Assurance Coordinators will be trained on these
changes no later than October 5, 2016.

6. A report will be created enabling Quality Assurance staff to monitor the
tests that are pending for both organ and tissue cases so that they can follow
up on obtaining results. This will be implemented no later than October 13,
2016.

7. [The OPQ’s] Form Clinical Pathway and DCD Clinical Pathway will be
updated to require a review of serclogies entered into the EMR by the AOC.
These forms will be updated by October 5, 2016, and family services, organ
services and quality assurance coordinators will be trained by October 5,
2016.

Effectiveness Assessment:

Compliance will be measured through our internal audit process. Internal
audit 004 ‘Organ Donor Suitability & Positive Serologies’ will have an audit
item added where the auditor will check the serology results in UNET to
ensure they match what is documented in the chart on cases where organ
and tissue was recovered. This audit was started September 23, 2016. Any
non-conformances will be reported to the Manager, Business Analytics &
Regulatory Compliance, and the corrective action process will be completed
to correct any non-conformances identified... An initial QA check of critical
information including... serology results... will be performed to ensure critical

Senate Finance Committee — Confidential UNOS_3_000002612



SFC OPTN Hearing
Exhibit K.89

items identified in this CAP are completed accurately.”

OPTN Policy 2.2 requires 2 of 21 donor records did not have “This occurred because we did not have any checks within the QA process to
that OPOs must maintain documentation of an archived serum sample ensure that the statement was on the final HLA report received from the lab
documentation of an in the donor record. who archives the serum for us. They did produce updated documentation
archived serum sample in during the audit verifying that there was archived serum available for these
the donor record. two donors.

Root cause:

Lack of QA process

Corrective Action Plan and Estimated Completion Dates:

1. All donor records from August 1, 2015 through current have been checked
to ensure that the statement regarding an archive sample is present on the
final report received from the lab archiving serum for organ donors.

2. [The OPO’s] work instruction WI-ORG-068 will be created to reflect that all
final HLA reports must have the statement ‘1.5 mb of serum is archived on
this donor and will be saved for a minimum of 10 years.” If the statement is
not present, the lab will be contacted by the Clinical QA Coordinator to find
out if there is archive serum at the lab. If there is, an amended report will be
requested. If there is no serum archive, a reportable event will be written and
the investigation will be completed and documented through the CAPA
process. This will be implemented no later than October 5, 2016.

3. The Clinical QA Coordinators will be trained on WI-ORG-068 by October 5,
2016.

Effectiveness assessment:

Compliance will be measured through our internal audit process. Internal
audit 015 ‘Organ Donor Records’ will have an audit item added where the
auditor will perform a random chart sampling to verify that the statement
‘1.5 mL of serum is archived on this donor and will be saved for a minimum of
10 years’ appears on all final HLA reports sampled. This audit was started
September 23, 2016. Any non-conformances will be reported to the Manager,
Business Analytics & Regulatory Compliance, and the corrective action
process will be completed to correct any non-conformances identified.”

CPTN Policy 2.5 requires 3 of 21 donor records had a serology draw “Internal policies and work instructions were not specific enough with regards
donor records to have a time different from the draw time on the to how the hemodilution needs to be completed. Specific information was
correctly calculated hemodilution worksheet. outlined regarding blood products and colloids, but little guidance was given
hemodilution calculation in regards to documenting crystalloids; therefore, documentation was

for serological testing. inconsistent from one coordinator to another. Proper education for the Organ

Recovery Coordinators related to the hemodilution calculation, specifically
when crystalloids were a factor, was lacking.”

Root cause:

Lack of training and competency.

Corrective Action Plan and Estimated Completion Dates:

1. [The OPO’s] forms ORG-002 Clinical Pathway and ORG-052 DCD Clinical
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Pathway will be updated to reflect that the blood bank needs to be contacted
prior to completing the hemodilution on all cases to confirm the amount of
blood products released/administered to the patient. If available, the blood
administration records must be copied and placed in the donor record. If not
available, it must be documented why they could not be obtained. This will
also be updated in policy ORG A8.000 Serology Hemodilution Qualification.
These updates will be made no later than October 5, 2016.

2. All Organ Services staff and Clinical Quality Assurance Coordinators will be
trained on the policy and form updates prior to implementation and no later
than October 5, 2016.

3. The Organ Services and Quality Assurance staff will be retrained on the
hemodilution calculation. This education will include the rationale for
performing the hemodilution, the components of the hemodilution {blood
products, colloids, and crystalloids) and how they affect the sample, how to
properly document the hemodilution, and what to do if the sample is found
to be hemodiluted. There will also be a test to assess knowledge and
understanding of the material presented. All staff will need to pass the
test/assessment with 100%. This will be complete by all staff affected no later
than October 5, 2016.

4. The Organ Services and Quality Assurance staff will be tested on
hemodilution concepts, at a minimum, annually, once being released from
orientation. The orientation training over hemodilution will also be assessed
and updated to include what is outlined above and will be implemented no
later than October 5, 2016.

An initial QA check of critical information including... hemodilution... will be
performed to ensure critical items identified in this CAP are completed
accurately.”

OPTN Policy 2.8 requires 1 of 21 donor records did not have a urinalysis | “A urinalysis was conducted within 24 hours of cross clamp, but the results
OPOs to have a urinalysis within 24 hours of cross clamp. were not documented in the electronic medical record and were thus not
within 24 hours of cross available at the time of inspection to the inspectors.

clamp. Root cause:

Lack of verification process for ensuring that tests that were performed
without results being received prior to the OR were obtained after
procurement.

Corrective Action Plan and Estimated Completion Dates:

1. The urinalysis results were obtained from the donor hospital and
documented in the donor record [after the site survey].

2. A checklist (has been assigned ORG-098 Case Hand Off Report as an
identifier) will be made for Organ Recovery Coordinators to complete at the
end of a case in order to communicate to the QA staff any testing that needs
[to be] followed up on post case (i.e. pending tests, pending biopsy reports,
etc.}. The checklist will be implemented no later than October 5, 2016.
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3. The checklist will be added to [the OPO’s] policy ORG €1.000 Local Donor
Chart Documentation and Completion. The policy will be updated and
effective no later than October 5, 2016.

4. [The OPQ’s] forms ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated to reflect that prior to entering the OR, the ORC
must verify that a urinalysis with micro was performed within 24 hours of
when cross clamp is expected to occur. if one has not been performed that
will meet this timeframe, a urinalysis with micro will be ordered. These forms
will be updated and effective no later than October 5, 2016.

5. [The OPQ’s] forms ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated to reflect that the AOC will confirm urinalysis results
of no more than 24 hours prior to entering OR are in the EMR. These forms
will be updated and effective no later than October 5, 2016.

6. An automated report will be created and sent to QA weekly that lists the
donors from the week, cross clamp date and time, and date and time of the
latest U/A documented in the OPO EMR. This will be reviewed by the
Manager, Business Analytics and Regulatory Compliance with the QA team to
ensure compliance. This will be implemented no later than October 13, 2016.
7. All Organ Services and Quality Assurance Coordinators will be trained on
the new form, the updated clinical pathways, and policy updates no later than
October 5, 2016.

An initial QA check of critical information including... verification an U/A was
performed within 24 hours of cross clamp... will be performed to ensure
critical items identified in this CAP are completed accurately.”

OPTN Policy 2.15.C 3 of 21 donor records did not have “The solutions and/or additives were for products brought into the OR by
{previously 2.15.B} requires | documentation of a flush solution or additive either out-of-state centers or the local thoracic teams. [The OPQ’s] Organ
OPOs to document lot ot numbers. Recovery Coordinators failed to remember to obtain the necessary

numbers of all flush information and when the transplant centers were contacted they did not
solutions and/or additives. have record of the information needed. For abdominal recoveries performed

by our local transplant centers, this information is captured in our inventory
system. For all other recoveries we rely on the Organ Recovery Coordinators
to remember to obtain the information from the other transplant centers
involved, but there is no visual reminder currently.

Root cause:

Lack of appropriate forms, processes, and accountability measures.
Corrective Action Plan and Estimated Completion Dates:

1. The Verification of Donor Information form {ORG-063) will be updated to
include fields to document the solutions, additives, lot number and expiration
dates of the items used in the recovery of the organs. This will be
implemented no later than October 5, 2016.

2.[The OPQ’s] Form ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated to reflect that the AOC will confirm fields to
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document the solutions, additives, lot number and expiration dates of the
items used in the recovery of organs have been completed on ORG-063.
These forms will be updated and effective no later than October 5, 2016.
3. Policy ORG A11.000 Surgical Recovery, Perfusion and Preservation of
Organs will be updated to reflect where the lot and expiration information
will be captured for all solutions and additives used in the OR by out-of-state
centers and local thoracic transplant centers. This will be implemented no
later than October 5, 2016.

4. All ORC staff and Organ Clinical Quality Assurance Coordinators will be
trained on the form and policy updates as well as the importance of
documenting this information no later than October 5, 2016.

Effectiveness assessment:

Internal audit 007 Organ Donor Management, Allocation, and Recovery
contains an item where the lot/expiration information needs to be verified in
a random sampling of charts. This item will be updated to include that the
random sampling of charts must include cases where either out-of-state
recovery teams or local thoracic teams were involved in the recovery of
organs will be checked to verify that all lot and expiration information is
present for the solutions/additives used in the OR. This audit was started
September 23, 2016. Any non-conformances will be reported to the
Manager, Business Analytics & Regulatory Compliance, and the corrective
action process will be completed to correct any non-conformances

identified.”

OPTN Policy 16.5 9 of 21 donor records contained a generic Regarding the 9 cited records: “Form ORG-063 Verification of Donor
(previously 16.6) requires verification statement citing outdated OPTN information and Packaging/Labeling was updated to reflect the change from
donor records to have Policy. {Policy 5.0} OFTN Policy 5.0 to OPTN Policy 16 on July 1, 2015. For the cases listed, OPO
complete documentation staff utilized a version of the form that was printed from the OPO EMR which
verifying the accuracy of 1 of 21 donor records did not have did not include the updated language. There was not clear communication
the organ and vessel documentation of two individuals verifying that the OPO form ORG-063 should be used in order to ensure compliance.
packaging labels. packaging and labeling at the same time. One | Root cause:

staff member signed the form one hour after Lack of communication between quality and organ staff as to proper form to

cross clamp; the other staff member signed use.

the form two days after cross clamp. Corrective Action Plan and Estimated Completion Dates:

1. The best practices ‘Verification for Accuracy of Documentation and
Packaging of Transplantable Organs’ form provided by the UNOS audit staff
will be implemented {has been assigned ORG-097 as an identifier]. it will be
referenced in policy CRG A11.000 Surgical Recovery, Perfusion and
Preservation of Organs and ORG A13.000 Packaging and Labeling of Organs.
This form and policy updates will be implemented no later than October 5,
2016.

2. All Organ Services staff and Organ Clinical Quality Assurance Coordinators
will be trained on the form and policy updates prior to implementation and
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no later than October 5, 2016.”

Regarding the 1 cited record: “The second verifier failed to sign the form
when the verification took place and instead signed the form two days later
when it was caught by another coordinator during review.

Root cause:

ORC did not follow policy.

Corrective Action Plan and Estimated Completion Dates:

1. The best practices ‘Verification for Accuracy of Documentation and
Packaging of Transplantable Organs’ form provided by the UNOS audit staff
will be implemented {(has been assigned ORG-097 as an identifier). It will be
referenced in policy ORG A11.000 Surgical Recovery, Perfusion and
Preservation of Organs and ORG A13.000 Packaging and Labeling of Organs.
This form and policy updates will be implemented no later than October 5,
2016.

2. [The OPQ’s] Form ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated to reflect that the AOC will confirm two individuals
have verified organ and vessel packaging and labeling at the same time. These
forms will be updated and effective no later than October 5, 2016.

3. All Organ Services staff and Organ Clinical Quality Assurance Coordinators
will be trained on the form and policy updates prior to implementation and
no later than October 5, 2016.

4, Previously, reportable events were not consistently initiated when
signatures were missing from ORG-063, but instead correction requests were
initiated. WI-ORG-068 will be created and reflect that if the verification does
not take place at the same date/time for both coordinators involved, or if
there is a missing signature, date, or time on the ‘Verification for Accuracy of
Documentation and Packaging of Transplantable Organs’ (has been assigned
ORG-097 as an identifier) form a reportable event must be initiated and a
case note must be written by the ORC as to why the procedure was not
followed. This will be implemented no later than October 5, 2016 and all
Organ Services and Quality Assurance staff will be trained on these changes
prior to the implementation date.

Effectiveness assessment:

..An initial QA check of critical information including... accuracy of the
Verification of Accuracy of Documentation & Packaging of Transplantable
Organs form (ORG-097) will be performed to ensure critical items identified in
this CAP are completed accurately.”

i Administrative score:

Ccuracy o
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errors. Lack of alignment of processes for Organ department staff entering and
validating DDRs and Quality Services staff performing quality check of donor
record. Lack of training and competency.

Corrective Action Plan and Estimated Completion Dates:

1. All information identified by site surveyors was corrected in Tiedi
September 18, 2016.

2. When the Clinical Quality Coordinator is ready to close a chart, one of the
final steps will be to run an audit report to see if any fields that populate into
the DDR have changed since the date the DDR was submitted. This will be
included on WI-ORG-068 Organ Chart QA Process. These will be implemented
no later than October 5, 2016.

3. All Quality Assurance staff will be trained on the process change and the
work instruction no later than October 5, 2016.

4. A report that can pull the serial data from the OPO EMR into the DDR will
be implemented no later than October 13, 2016.

5. [The OPQO’s} form ORG-052 DCD Clinical Pathway will be updated to reflect
that vital signs must be documented every 5 minutes between withdrawal of
support and start of agonal phase, and every 1 minute between the start of
the agonal phase and cardiac death. These updates will be made by October
5, 2016.

6. All Quality Assurance and Organ Recovery staff will be trained on the
process change, updated pathway, and updates to the work instruction no
later than October 5, 2016.

7. Family Services staff will receive education regarding the completion of the
authorization/disclosure paperwork, what to do if a case is delayed for any
reason, and the proper way to make error corrections. This will all occur by
October 5, 2016.

8. Organ staff will be retrained on marking the liver data page appropriately
when a biopsy is performed, even if it is not performed locally, as well as the
effects of not marking this information appropriately. This will be completed
by October 5, 2016.

5. A checklist (has been assigned ORG-098 Case Hand Off Report as an
identifier) will be made for Organ Recovery Coordinators to complete at the
end of a case in order to communicate to the QA staff any testing that needs
{to be] followed up on post case (i.e. pending tests, pending biopsy reports,
etc.}. The checklist will be implemented no later than October 5, 2016 and
staff will be trained on the form.

10. Quality Assurance Coordinators and Organ Recovery Coordinators will be
re-trained regarding entry of biopsy results on the anatomy pages in the OPO
EMR to ensure correct information is imported into the DDR. Retraining will
be completed with appropriate staff no later than October 5, 2016.

11. The QA process for verifying serology results in UNET/TIEDI will be
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updated to reflect that all serology results documented will be read aloud by
one Clinical Quality Assurance Coordinator and verified in UNET/TIEDI by a
second Clinical Quality Assurance Coordinator. If the donor also donated
tissue, this will have to be performed with a Tissue Clinical Quality Assurance
Coordinator to ensure that the final serology resuits have been received and
that all test results are included prior to validation. This will be implemented
no later than October 5, 2016.

12. These changes will be reflected in [the OPO’s] work instruction WI-QS-009
Completing the Deceased Donor Registration and WI-ORG-068 Organ Chart
QA Process. Additionally, the places to look in the donor record for certain
information will be added to the W}-Q5-009 to ensure that all locations for
information have been checked prior to DDR validation. This will be
implemented no later than October 5, 2016.

13. The Clinical Quality Assurance Coordinators will be trained on these
changes no later than October 5, 2016.

Effectiveness assessment:

Compliance will be measured through our internal audit process. internal
audit 004 ‘Organ Donor Suitability & Positive Serologies’ will have an audit
item added where the auditor will check the serclogy results in UNET to
ensure they match what is documented in the chart on cases where organ
and tissue was recovered. This audit was started September 23, 2016. Any
non-conformances will be reported to the Manager, Business Analytics &
Regulatory Compliance. The corrective action process will be followed for any
non-conformances identified.”

Accuracy of Donor Summaries 2 of 5 summaries with errors. “Root cause:

Lack of alignment of processes for Organ department staff entering and
validating DonorNet Summaries and Quality Services staff performing quality
control of the donor record. No hierarchy of priority of information to be
documented.

Corrective Action Plan and Estimated Completion Dates:

1. WI-FS-008 Referral process will be updated to reflect that the FSC or ORC
who performs the first onsite for the referral will verify the date/time of
admission per the hospital face sheet and ensure that the documentation in
the OPO EMR is correct. The work instruction will be updated and all FSCs and
ORCs trained on the changes no later than October 5, 2016.

2. The Anti-HTLV /1l result was updated to Negative in the DDR on September
18, 2016. We are unable to change the medical-social history comments
within UNET.

3. The QA process for verifying serology results in UNET/TIEDI will be updated
to reflect that all serology results documented will be read aloud by one
Clinical Quality Assurance Coordinator and verified in UNET/TIED! by a second
Clinical Quality Assurance Coordinator. if the donor also donated tissue, this
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will have to be performed with a Tissue Clinical Quality Assurance
Coordinator to ensure that the final serology resuits have been received and
that all test results are included prior to validation. This will be implemented
no later than October 5, 2016.

4. These changes will be reflected in [the OPO’s] work instruction WI-Q5-009
Completing the Deceased Donor Registration. This will be implemented no
later than October 5, 2016.

5. The Clinical Quality Assurance Coordinators will be trained on these
changes no later than October 5, 2016.

6. A report will be created enabling Quality Assurance staff to monitor the
tests that are pending for both organ and tissue cases so that they can obtain
tests and ensure compliance. This will be implemented no later than October
13, 2016.

7. WI-QS-009 Completing the Deceased Donor Registration will be updated to
explain ‘what should be done if the information in the hospital chart differs
from what the historian reports in the UDRAL The updates will be completed
and Quality Assurance Coordinators and Organ Recovery Coordinators will be
trained on the updates by October 5, 2016.

Effectiveness assessment:

Compliance will be measured through our internal audit process. internal
audit 004 ‘Organ Donor Suitability & Positive Serologies’ will have an audit
item added where the auditor will check the serology results in UNET to
ensure they match what is documented in the chart. This audit was started
September 23, 2016. Any non-conformances will be reported to the
Manager, Business Analytics & Regulatory Compliance, and the corrective
action process will be completed to correct any non-conformances

identified.”
OPTN Policy 18.1, Table 18-1 The OPO submitted 7 of 338 (2%} late | “During the time period specified, the manner in which DDRs are completed
requires that OPO submit DDRs DDR submissions during the review was updated but there was a lot of confusion among coordinators on how to
within 30 days of form generation time period do this and who was responsible for completing the DDR in a timely manner.

Who was responsible for the completion of the DDR was not being formally
tracked or enforced in any way. Because of volume and process changes,
some of the DDRs were completed outside of the 30-day window specified.
Root Cause:

Lack of alignment of processes for Organ department staff entering and
validating DonorNet Summaries and Quality Services staff performing quality
control of the donor record.

Corrective Action Plan and Estimated Completion Dates:

1. At the conclusion of a case, the Organ Recovery Coordinators are to
complete the DDR Entry and Summary page in the electronic medical record
system. When the Feedback document is completed in UNET by the Clinical
QA Coordinator or Quality Coordinator, they will assign a task in the
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electronic medical record for the final two Organ Recovery Coordinators on
the case to complete any of the DDR Entry and Summary page that has not
yet been completed. The ORCs wiil have 10 calendar days to complete this
task, Once the task is marked as complete in the EMR, it will send an email to
the quality staff who assigned the task stating that the task has been closed.
This will alert the quality staff that the DDR is ready to be Reviewed and
validated.

2. Policy ORG-C6.000 Data Submission, WI-QS-009 Completing the Deceased
Donor Registration, and WI-QS-010 Completing the Donor Organ Disposition
will all be updated to reflect the changes outlined above. These updates will
be effective no later than October 5, 2016.

3. All Organ Services staff, Quality Assurance Coordinators and Quality
Coordinators will be trained on these changes prior to implementation and no
later than October 5, 2016.

4. A report will be created that is sent daily to the Manager, Business
Analytics & Regulatory Compliance showing pending Feedback, PTRs, and
DDR information. Pending reports that are due within 10 days will be
highlighted and the Manager, Business Analytics & Regulatory Compliance
will be responsible for ensuring reports are completed on time. This update
will be effective no later than October 13, 2016.”

OPTN Policy 1.2 defines an eligible | 2 of 2 donors submitted as non “The Manager, Organ Services had recently assumed the responsibility of
donor eligible should have been reported as | classifying referrals as an ‘eligible death’ and mistakenly classified these two
Eligible referrals incorrectly. Additionally, there was not a system to check the

accuracy of the classification; the accuracy of information reported was
dependent upon one person making the determination by themselves.

Root Cause:

Lack of training and lack of a QA process.

Corrective Action Plan and Estimated Completion Dates:

1. The OPO donor records for [ 2~< I h2ve been updated to
reflect that they were both eligible donors. Death Notification Records were
created in UNET for | < I o- September 14, 2016.

2. The Manager, Organ Services or designee will be required to determine
referral classification no less than once per week and a designated Quality
team member will be required to review the referral classifications of the
Manager, Organ Services or designee no less than once per week. These
individuals will be required to discuss referral classification in the event of a
disagreement. These changes will be implemented no later than October 5,
2016.

3. The Manager, Organ Services or designee will indicate the referral
classification in the electronic medical record system. A designated Quality
team member will write ‘Verified’ upon verification and agreement with
Manager, Organ Services’ referral classification in the appropriate comments
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section in the electronic medical record system, which will signify review of
the eligibility criteria. These changes will be implemented no later than
October 5, 2016.

4. Policy ORG €6.000 Data Submission will be updated to reflect that the
Manager, Organ Services or designee and a member of the Quality team will
make the determination of ‘eligible death’ together prior to that information
being entered into UNET. The policy update will become effective no later
than October 5, 2016.

5. The Manager, Organ Services and the Quality staff will be trained on these
changes prior to implementation and no later than October 5, 2016.
Effectiveness assessment:

By the tenth of the month, the preceding month’s brain deaths and eligibility
classifications will be audited by the COO or CEQ or designee to ensure
compliance with the process.”

Link to Audit Report

Link to (AP

Link to SBAR

Link to CMS Report
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Review Period: July 1, 2014 - July 1, 2016
CONFIDENTIAL MEDICAL PEER REVIEW

The United Network for Organ Sharing (UNOS) has a contract with the Health Resources and
Services Administration (HRSA), Department of Health and Human Services, to administer the Organ
Procurement and Transplantation {OPTN) Network. One requirement of this contract is that UNOS
conduct reviews of member organizations’ compliance with OPTN requirements. OPTN
requirements include National Organ Transplant Act (NOTA), [as amended, 42 U.S.C. 273 et seq],
OPTN Final Rule, [42 CFR Part 121], and OPTN Policies and Bylaws.

According to Title 42, Part 121 of the Code of Federal Regulations (CFR), the OPTN shall conduct
“ongoing and periodic reviews and evaluations of each member OPO and transplant hospital for
compliance with these rules and OPTN policies.”

UNOS conducted a routine on-site survey of OPO 34451L on August 30-31, 2016 .

PROGRAM BACKGROUND

OPO 34451L was approved for membership with UNOS on September 28, 1987, and remains a
member in good standing. UNQOS staff notified the administrative director that an on-site survey
would take place. UNOS staff scheduled the review and confirmed this date in writing on June 30,
2016. Alist of donor records that UNOS site surveyors requested to review was provided on July 27,
2016.

REVIEW METHODOLOGY

The following methods were used in this survey of compliance with OPTN requirements:

1. Asample of donor records, and any material incorporated into the donor record by
reference, was reviewed to verify the accuracy of OPTN-required data reported to UNOS.

2. A sample of donor records, and any material incorporated into the donor record by
reference, was reviewed to verify that transplant-related activities are carried out in a
manner consistent with OPTN requirements.

3. OPOinternal policies and procedures were reviewed to determine compliance with OPTN
requirements.

4. OPO staff interviews to validate OPO policies and protocols.

INTRODUCTION
The following report outlines the compliance results for the OPO in the following areas:

L Donor Record Review
A. Critical data review including accuracy of serology and HLA results
B. OPTN Policy review
C. Data validation
D. Priority UNOS Member Quality Management Review
Il Policy Review and Process Validation
1. Data Submission
A. Deceased donor registration forms
B. Donor organ disposition (feedback)
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C. Potential transplant recipient refusal codes
V. Monthly Death Notification Information

A complete copy of OPTN policies can be found at http://optn.transplant.hrsa.gov.

I. Donor Record Review

A. Critical data review — donors in Attachment 1 — 30 donor records

This portion of the audit report summarizes compliance with OPTN Policies and accuracy of
information submitted in UNet*".

e OPTN Policy 2.2 OPQ Responsibilities, pronouncement of death

e OPTN Policy 2.2 OPO Responsibilities, authorization for donation

e OPTN Policy 2.2 OPO Responsibilities, accuracy of serology test results recorded in
donor file

e OPTN Policy 2.6.B Deceased Donor Blood Subtype Determination
Accuracy of Human Leukocyte Antigen (HLA) test results entered in UNet*™

HTLV = Not Done HTLV = Negative
[ EBV IgG = Negative EBV IgG = Positive
EBV IgM = Positive EBV IgM = Negative

Requested action: Please provide a corrective action plan to ensure accurate data entry and
compliance with OPTN Policy 2.2, pronouncement of death and accuracy of serology resuits
recorded in donor file.
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B. OPTN Policy review of donors in Attachment 2 - 21 donor records

o OPTN Policy 2 Deceased Donor Organ Procurement
OPTN Policy 15.4.B Requirements for Living donor Recovery Hospital and Host OPOs

OPTN Policy 16.5 (previously OPTN Policy 16.6 prior to June 23, 2016) Verification of
Information before Shipping
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Requested action: Please provide a corrective action plan to ensure compliance with
OPTN Policies 2.2, pronouncement of death and archived sample, 2.5, 2.15.C {previously
2.15.B), and 16.5 {previously OPTN Policy 16.6).

C. Data Validation - donors in Attachment 3 — 5 donor records

Organ Recovery: Organ Recovery:

Chest X-ray = Abnormal — left Chest X-ray = Abnormal — both

Organ Recovery: Organ Recovery:

Date and Time agonal phase begins {systolic Date and Time agonal phase begins (systolic BP

BP < 80 or O2 sat. < 80%): 04/17/2016 —12:12 | < 80 or O2 sat. < 80%): 04/17/2016 — 12:16

The OPO did not provide serial data every 5 The OPO had data available through 12:22 in
minutes between withdrawal of support and the donor record. Time of death is 04/17/2016
start of agonal phase, and every 1 minute —12:25.

between the start of the agonal phase and
cardiac death.

B  Procurement and Authorization: Procurement and Authorization:
Date and time authorization obtained for Date and time authorization obtained for organ
organ donation: 04/18/2016 — 14:39 donation: Unable to verify. (time)
Donor Management: (Any medications Donor Management: (Any medications
administered within 24 hours prior to cross administered within 24 hours prior to cross
4
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clamp.)
Other/Specify: No medications listed.

Organ Recovery:

The OPO did not provide serial data every 5
minutes between withdrawal of support and
start of agonal phase, and every 1 minute
between the start of the agonal phase and
cardiac death.

Liver Biopsy: No

clamp.)
Other/Specify: Keppra

Organ Recovery:

The OPO had data available through 01:04 in
the donor record. Time of death is 04/20/2016
—01:08.

Liver Biopsy: Yes, received biopsy report from
the transplant center on 05/03/2016.

Clinical Information:

Serology:

HTLV Serology Results: Not Done
West Nile Serology Results: Negative
West Nile NAT Results: Not Done

Donor Management: (Any medications
administered within 24 hours prior to cross
clamp.)

Diuretics: No

Arginine Vasopressin: No

Inotropic Medications at Time of Cross Clamp:
No

Clinical Information:

Serology:

HTLV Serology Results: Negative
West Nile Serology Results: Not Done
West Nile NAT Results: Negative

Donor Management: (Any medications
administered within 24 hours prior to cross
clamp.)

Diuretics: Yes, Mannitol given in the OR
Arginine Vasopressin: Yes

Inotropic Medications at Time of Cross Clamp:
Yes, Levophed running at cross clamp per
anesthesia record.

Requested action: Please make corrections in Tiedi” on these DDRs and submit a corrective action
plan to ensure that similar errors do not occur in the future.

Donor Infomation:
Admit Date: 02/11/2016 - 01:00

Donor Information:
Admit Date: 02/11/2016 — 02:19

Medical and Social History:
History of hypertension, compliant with
treatment: Yes

Medical and social history comments:
“Patient did have HTN for the past 5 or 6 years
and was on medications for control. “

Medical and Social History:
History of hypertension, compliant with
treatment: Unable to verify

Medical and social history comments: Per
mother on DRAI, the donor “never took
medication for it.”
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Infectious Diseases: Infectious Diseases:
Anti-HTLV I/1l: Not Done Anti-HTLV I/ll: Negative

Requested action: Please provide a corrective action plan that shows how the OPO will ensure the
accuracy of data entered into DonorNet”.

D. Priority UNOS Member Quality Management Review

During on-site donor record review, UNOS identified potential policy violations that warranted
priority review by Member Quality management. Site surveyors noted irregularities in brain death
pronouncement documentation retained for OPO records. Six donor records were missing one of
the following elements: clinical exam showing absence of all brainstem reflexes, confirmatory test in
lieu of aborted apnea tests (donor instability), or brain death pronouncement note signed by an
attending physician.

Site surveyors requested additional documentation to demonstrate compliance with OPTN Policy.
After several hours and contact with donor hospitals, the OPO produced the appropriate
documentation for three of these records. The remaining three unverified records are cited in this
report under Attachments 1 and 2.

UNOS requested that the OPO come into immediate compliance and the OPO provided a
containment plan prior to the conclusion of the on-site audit. Due to the potential threat to the
integrity of the OPTN presented by the potential policy violations, Member Quality management
determined that the Membership and Professional Standards Committee (MPSC) and Human
Resources and Services Administration {(HRSA) must be made aware of the findings of this review. In
addition, this survey has been placed on an expedited pathway for review at the MSPC Meeting in
October. As a result, Member Quality management will be requiring the OPO to provide a corrective
action plan, as well as additional information requested by the MPSC included with this report, by
September 27, 2016.

l. Policy Review and Process Validation
UNOS Site Surveyors reviewed the OPQ’s internal policies and procedures and interviewed
relevant OPO staff to determine that they contained the following elements in compliance with

OPTN policies:

a. OPTN Policy 2.6 Deceased Donor Blood Type Determination and Reporting

The OPO submitted the following internal policies, procedures and/or protocols to UNOS for review:

e Title: ABO Confirmation, Department: ORG, Section: A, Policy: 17.000, Revision: 11, Effective

Date 02/01/2016

As part of the survey process, OPO protocols/policies were reviewed to verify compliance with OPTN
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Policies. The findings of this review are as fol!ows

Required Element - ' = Element in Protocol
Tests were completed using two separate blood samples Verified
Protocol to resolve conflicting primary blood types Verified
Verification that two individuals performing blood type reporting each Verified

consulted source documents

Verification occurs prior to the match run or Unable to verify,
In cases of accelerated donation, verification occurs prior to organ release | accelerated donation
to the transplant hospital element is not present.

During the onsite review, site surveyors conducted an interview with two Organ Recovery
Coordinators (ORCs) about how they perform ABO verification. Site surveyors validated that
OPO staff practices align with the OPO’s policies and procedures related to OPTN Policy 2.6.

Requested action: Please provide a corrective action plan to ensure compliance with OPTN Policy
2.6.

b. OPTN Policy 2.6.B Deceased Donor Blood Subtype Determination

The OPO submitted the fol’lowing intemal policies, procedures and/or protocovls to UNOS for review:

. Tltie‘ ABO Conﬁrmatson, Department ORG Sect|on A, Pohcy 17 000 Rewston 11 Effectwe .
Date 02/01/2016

As part of the survey process OPO protocots/pohcres were re\newed to verlfy compliance wuth OPTN
Policies. The findings of this review are as follows:

Required Element ' - | Elementin Prdtocol
Tests were completed using two separate blood samples Verified
Samples used were pre red blood cell transfusion Unable to verify
If conflicting subtype results, the subtype must not be reported Verified

During the onsite review, site surveyors conducted an interview with two Organ Recovery
Coordinators (ORCs) about their knowledge regarding the process for subtyping of blood
group A donors. Based on staff interviews, there was a knowledge gap regarding the
content of the OPO’s Policy 17.000, Revision: 11 and the OPO’s staff practices.
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During the interviews, it was determined that staff were inconsistent in verbalizing the
requirement for pre red blood cell transfusion samples in subtyping, confusing pre-
transfusion with hemodilution.

Requested action: Please provide a corrective action plan to ensure compliance with OPTN Policy
2.6.B.

¢. OPTN policies 1.2 Definitions and 2.15.B Pre-Recovery Verification

The OPO submitted the following internal policies, procedures and/or protocols to UNOS for review:

s Title: ABO Confirmation, Department: ORG, Section: A, Policy: 17.000, Revision: 11, Effective
Date 02/01/2016
*  ABO Verification Form, ORG-042-12, Effective Date: 06/23/16

As part of the survey process, OPO protocols/policies were reviewed to verify compliance with OPTN
Policies. The OPO's policy contained all required elements:

Required Element Element in Protocol
Definition of qualified healthcare professional Verified
Verification of: Verified

o DonorID

o Organ

o Organ laterality (if applicable

o Donor blood type

o Donor subtype (if used for allocation)
Verified by the recovering surgeon and one qualified healthcare professional
If the recipient is known Verified
o Intended recipient unique ID
o Intended recipient blood type
Donor and intended recipient are compatible or intended incompatible
Verified by two qualified healthcare professionals using the OPTN computer
system

During the onsite review, site surveyors conducted an interview with two Organ Recovery
Coordinators (ORCs) about their knowledge regarding the process for performing a pre-
recovery verification. Site surveyors validated that OPO staff practices align with the OPO’s
policies and procedures related toc OPTN Policy 2.15.B.

1l1. Data Submission

Effective February 1, 2014, UNOS reviews an OPO’s compliance with the requirements for data
submission as listed in OPTN Policy 18.1 and Table 18-1.

A. Deceased Donor Registration {DDRs) forms
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OPO 34451L had the following late DDR submissions between July 1, 2014 — July 1, 2016. There

were 7 of 338 (2%) late DDR submissions during this time period. See below for details.

—

15N0OV2014

18DEC2014

19DEC2014

11FEB2016

15MAR2016

11FEB2016

15MAR2016

20MAR2016
20MAR2016

12FEB2016
13FEB2016

17MAR2016
18MAR2016

20MAR2016
21MAR2016

01APR2016

06MAY2016

07MAY2016

03APR2016

06MAY2016

07MAY2016

DDR forms must be submitted within 30 days as required by Policy 18.1, Table 18-1 {previously

OPTN Policy 7.2).

Requested action: Please submit a corrective action plan to ensure that DDR forms will be
submitted within the required thirty days as required by Policy 18.1 {previously Policy 7.2).

B. Donor organ disposition {feedback)

OPO 34451L had no late donor feedback submissions between July 1, 2014 — July 1, 2016.

C. Potential Transplant Recipient (PTRs) refusal codes

OPO 344511 had no overdue Potential Transplant Recipient (PTR) refusal codes between July 1,

2014 - July 1, 2016.

IV. Monthly Death Notification Information

UNOS reviewed the OPO’s methodology for reporting monthly death notification information in

UNet>M,

Two donor records were reviewed to determine the accuracy of the OPQO’s use of the definition of
an “Eligible Death” as defined in OPTN Policy 1.2. The number of donor records included all brain

dead non-eligible donors < 71 years old.

The review identified two donors the OPO should have reported as Eligible.

Senate Finance Committee — Confidential

UNOS_3_000002631



SFC OPTN Hearing

Exhibit K.89
OPO 34451L
Date of Review: August 30-31, 2016
Review Period: July 1, 2014 - July 1, 2016
CONFIDENTIAL MEDICAL PEER REVIEW

Requested action: Please complete a Death Notification Record {DNR) for each incorrectly
reported donor and provide a corrective action plan detailing how the OPO will ensure
compliance in reporting an eligible death as defined in OPTN Policy 1.2.

Membership and Professional Standards Committee
Additional Information Request

1) Provide OPO policies relative to documentation of brain death and cobtaining required
source documents.

2) Provide the OPQ’s pertinent staff training program and documentation relative to organ
recovery staff assuring brain death has been properly declared and documented per OPO
policy, as well as copies of the pertinent training documentation for staff involved in the
three cases in question.

3) Clarify the role of the Medical Director in the above as well as in addressing identified issues
in real time.

4) Provide OPO quality policies, processes, and pertinent documentation for reviewing donor
records to assure brain death declaration has been appropriately documented in the
permanent donor record, and any policies for internal and external reporting of occurrences
when issues are identified.

5) Provide any documentation of review, occurrences, or corrective action by either operations
or quality leadership relative to these three cases, or any brain death related occurrences in
the last 12 months.

6) Conduct and provide results of a look back internal audit reviewing and verifying brain death
documentation on 100% of recovered brain dead donors from the donor hospitals involved
in these three cases for the last 12 months.

7) Provide copies of hospital policies for organ donation for the hospitals involved in the three
cases in question.

8} Provide any documentation of follow-up with the donor hospitals involved in these three
cases since completion of the UNOS site survey.

9) Provide documentation of current staffing model for Quality and Organ Departments
including reporting structure and allocation of staffing resources {full and part-time
employees).

Requested Action: Please provide the information requested above, along with your report
response and Corrective Action Plan, by September 27, 2016.

10
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September 27, 2016

UNOS Member Quality

attention: [N I TGN B

700 North 4" Street
Richmond, Virginia 23219

rRe: N o sitc roview
Dear -

| am writing in regards to the on-site review at [ EIENISEEEEEEN o - ~.cust 30-31, 2016, which

was conducted by UNOS’ Member Quality. We have reviewed and completed a full analysis of violations
of OPTN Policies 1.2, 2.2, 2.5, 2.6, 2.15.C (previously OPTN Policy 2.15.B}, 16.5 (previously OPTN Policy
16.6), and 18.1. We also reviewed the accuracy of information submitted on the Deceased Donor
Registration {DDR) forms. The enclosed UNOS Report Responses and Corrective Action Plans provide
explanations of the nonconformances identified and the corrective actions to be taken by FERER]

In addition to the Corrective Action Plans provided, IR || be reviewing our entire
QAPI program with the assistance of consultants to ensure a full program is in place to identify, correct,
and track nonconformances as well as to derive data that will be utilized to monitor and improve our

performance. As part of our corrective action process, the eached out toits
peers at th to

review how each of these OPOs ensure appropriate brain death declaration and documentation.

A_we feel passionately about performance and continually strive to meet all

regulatory requirements. We have put significant energy into examining not only the human factors in
the errors identified, but also the integrity of procedures employed throughout the organization. We
understand that we have some systemic issues and we also understand the severity of all violations
identified, including brain death pronouncement documentation which has been escalated to
Membership and Professional Standards Committee {MPSC) and Human Resources and Services
Administration {HRSA).

We appreciate the UNOS Member Quality’s review, which ensures [ IR .
compliance with OPTN policies and upholds the integrity of organ donation and transplantation. If you
have any questions or need any additional information, please contact me at [ IR

Sincerely,

EEEEEREEETERERETERE
President/CEQ
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Comrective Action Plan
Provided {c OPTN/UNOS for the
UNOS Site Survey August 30-31, 2016

Section | - Donor Record
Review

A. Critical Data Review

Areda of Non-
Compliance #1

The following donor records did not have documentation verifying that death is pronounced
according to applicable lows as required by OPTN Policy 2.2 #5:
° # - Death pronocuncement by physician not included in the donor record.
Pronouncement made by Nurse Practitioner without physician signature.)
Documentation of clinical exam consistent with brain death not included in the donor
record. Upon request, clinical exam provided by OPO reports patient with “minimal

ag reflex" intaci.
. & - Documentation of a clinical exam consistent with brain death not included
in the donor record and could not be produced by OPO upon request.

Requested Action(s)

Please provide a corrective action plan to ensure accurate data entry and compliance with

OPTN Policy 2.2, pronouncement of death and accuracy of serology results recorded in donor
file,

Explanations

law does not exist as to how brain death declaratfion must occur nor is-
aware of any federal laws or statutes that exist in regards fo how brain death

declaration is o be performed irF While there are guidelines for determining brain
death inM these are only guidelines and not law. Since its inception, ‘rhe_
as relied on the hospital expertise only to pronounce brain death.

- olicy FS B3.000 Verification and Documentation of Brain Death and practice has
been fo ensure a copy of the hospital brain death documeniation is obtained and placed in
the donor chart, This documentation per policy has been o ensure it includes that the patient
is brain dead, the date/time and @ siinofure by a physician. Staff were inconsistently verifying

this documentation. did not have a process for ensuring the integrity
of the brain death process.
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Root cause:

Inconsistent verification of documentation and no federal law or state statute defining proper
documentation of brain death. Lack of internal process for verifying hospital policy is followed
ar for ensuring integrity of brain death process.

Corrective Action Plan
and Estimated
Complefion Dates

A containment plan was put into place on August 31, 2016. All Quality, Organ Services,
Family Services, and Professional Services staff could not sign into our electronic medical
records system until they acknowledged receipt of information regarding the
containment plan. The acknowledgement notice stated the following:
"1} Moving forward, the Family Services Coordinators {FSCs} will be required to
ensure that a negative clinical exam and apnea test are documented in the
hospital chart and that a copy is made and placed in the_
B ot clong with the documentation of brain death pronouncement by
a physician. 2} If an NP is documenting the brain death examination, the note
must be co-signed by the attending physician that they are working under the
direction of. If not co-signed, it cannot be accepted and F
il not proceed with organ recovery uniil accurate documentation is
received from the hospital. This aligns with hospital contfract language stating
that ‘the determination of death for a Potential Donor shall be made by the
Donor's attending physician or by the physician responsible for certifying death
at the Hospital,” 3} The FSCs and Organ Recovery Coordinators {ORCs}) will add
to their hand off/report {documented on the Clinical Pathway) that they have
reviewed the documentation of the clinical exam, apnea test, and ancillary
procedures (if applicable} and that a copy of these items and the death note
have been placed in theﬁchcﬁ. 4) The Clinical Quality

Assurance Coordinators will be frained that when reviewing donor charis,

documentation of a negative clinical exam and apnea test must be present in
fhemhon along with a proper brain death note. Ancillary
test ] O be present if performed. Acknowledgement of this notice

confirms your understanding of these requirements and indicates your ability fo
comply with these requirements as stated above. All questions and concerns
should immediately be directed to your manager.”

Please see attached summary of users along with their role and date/time of
acknowledgement, This was implemented on August 31, 2016.
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The above was a containment plan implemented immediately while Member Quality was
onsite on August 31, 2016. Since then, the following corrective actions will supersede this
immediate containment plan.

1. An emergency meeting of the Advisory Board will be held by
Ocftober §, 2016 where the Advisory Board will determine minimum standards as to what
must be documented in the hospital's brain death note in order for

to accept it as a svitable brain death declaration note. This will include that all

brain death declarations must be completed by a MD or DO. The

Chief Medical Officer will also be part of this meeting in determining standards.

2. Policy FS B3.000 Verification and Documentation of Brain Death will be updated by
October 9, 2014 to reflect that the ill follow each individual
hospital policy for brain death and that at a minimum the recommendations from the
Advisory Board as to brain death documentation must occur. Additional updates to this
policy will include:

o all brain death documentation is uploaded into the appropriate donor case in
the “BD Documentation” section of the electronic medical record system.

o the organ recovery coordinator/family services coordinator must call the
adminisirator on call (AOC) and have the AQC verify that the brain death note
documentation matches the hospital policy and at @ minimum has the
requirements that the Advisory Board recommended.

o the brain death documentation to be verified by the AOC should be reviewed
from the attachments section in the electronic medical records system. This

review by the AOC will be documented as a case note in the electronic medical
record system.

3. An emergency meefing of fhemoveming Board Executive
Committee will be held by October 10, o approve the recommendations to Policy
FS B3.000 Verification and Documentation of Brain Death thot was recommended by
the Advisory Board. Additionally, the policy will be shared at the next board meeting
with all governing board members.

4. Once the policy has been reviewed and approved by the Executive Committee, the

Organ Services, Professional Services and Family Services staff will be trained on the
policy by October 13, 2016.
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work instruction WI-ORG-0468 Organ Chart QA Process will be
created io refiect the key elements that need to be verified as it relates to
documentation regarding proncuncement of brain death per FS Policy 83.000
Verification and Documentation of Brain Death. This will be implemented and Organ
Services, Quality Assurance Coordinators and Family Services Coordinators will be
trained no later than October 13, 2016 on WI-ORG-048 Organ Chart QA Process.
The Professional Services staff will do a 100% review of all organ
pot h policies by September 28, 2014. Each of the hospital
policies on brain death will be uploaded into the Transplant medical charting system for
access by the organ recovery coordinators, family services coordinators, professional
services coordinators, quality assurance coordinators and any other applicable staff.
In the event that an organ hospital does not have a policy on brain death, the
professional services staff or a member of leadership will make contact with the hospital
to ensure o brain death policy is created and implemented. This contact will be
completed by October 5, 2016 and it will be stressed that a policy needs implemented
in the next 60 days.
The Organ Services new coordinator orientation will be updated to include the
information outiined in the step above. This update will be completed no later than
October 5, 2014,
Professional Services staff, President/CEO and Chief Medical Officer will provide
communication to all organ hospitals regarding the necessity to pronounce brain death
according to hospital policy but also in regards to the minimum requirements for
pronouncing brain death that the *Advisory Board recommends
and the Executive Commitiee approves. his will be completed by October 13, 2016.

form ORG-002 Clinical Pathway will be updated to ensure brain
death is documented properly and reviewed by the AOC. The Clinical Pathway will be
updated by October 13, 2014, and family services, organ services and guality assurance
coordinators will be trained by October 13, 2016.

11. The Organ Services' new coordinator orientation, Family Services' new coordinator

orientation, and new Clinical Quality Assurance Coordinator orientation will be updated |
to include the information outlined in the step above. This update will be completed no
later than October 5, 2016.
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Effectiveness assessment:

Within the electronic medical record system, there is documentation completed on every
case that lists the methods used to pronounce brain death. A report will be built to monitor
those fields and ensure that the proper methods are being utilized to pronounce brain death.
The report will be run daily and emailed fo the Managers of Family Services and Organ
Services so that they can ensure the information is corect and present in the chart. If
documentation is not present they will follow up with the appropriate staff immediately. This
will be implemented by October 13, 2016.

The current organ chart QA process will be updated to be completed in fwo parts. Aninitial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology resulfs, verification an U/A was performed within 24 hours of cross clamp, accuracy of |
the Verification of Donor Information form {ORG-063). accuracy of the Verification of
Accuracy of Documeniation & Packaging of Transplantable Organs form {ORG-097). and
accuracy of the admission date and time will be performed to ensure critical fems identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this time. This initial check will be initiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances

will be tracked through the reportable events process per policy QS A1.000.

| An internal quality committee, will review all non-conformances on a monthly basis fo ensure

they were resolved according to company policy and review any frends identified. If irends
gre identified, the quality commitiee will perform an analysis 1o determine the root cause of
the trend and recommend proper corrective actions to implement,

The results of all third party audits will be reported to the CEQO, and Advisory and Executive
Boards., This will be added to policy QS A4.000 Third Party Inspection no later than October 5,
2016.

Area of Non-
Compliance #2

2 of 20 records unverified for serology resulis

Tiedi 1 Donorrecord

DonorlD | yocumentation | documentation

HTLY = Not Done | HTLV = Negative
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N svic-
Negative EBV IgG = Positive
EBV IgM =
EBY IgM = Positive | Negative

Requested Action(s)

file,

Please provide a comective action plan to ensure accurate data entry and compliance with
OPTN Policy 2.2, pronouncement of degth and accuracy of serology resulis recorded in donor

Explanation

HTLV is a serology that is not routinely run by our organization on organ donor cases,
but Is completed on select fissue donor cases af the request of ceriain fissue processors, The
test is ordered/added to the testing ponel by the tissue Team Leaders after fissue has been
recovered. The results can take up to 5-7 days to receive. Previously, the addition of the HTLV
test was not communicated between tissue and the organ Clinical QA Coordinators {the
organ chart is looked at separately from the tissue chart and by different coordinators);
therefore, the coordinator completing the DDR may not have been aware of an HILV result
needing to be comected within the DDR,

B < coordinator transposed the results when they were entered into Tiedi. When this
occurred we were utilizing the F electronic medical record system. The
results had to be manually entered info Tiedi. We now utilize the Transplant
Connect/iTransplont electronic medical record system and the DDR is completed through an

import of information pulled from iTransplant into Tiedi. Lack of process for verifying
documentation.

Root cause:
Lack of a verification process resulting in a lack of communication.

Comrective Action Plan
and Estimated
Completion Dates

1. Serology results were comrected in Tiedi on September 15, 2016.

2. The QA process for verifying serology results in UNET/TIEDI will be updated to reflect that
all serology results documented will be read aloud by one Clinical Quality Assurance
Coordinator and verified in UNET/TIEDI by a second Clinical Quaiity Assurance
Coordinator. If the donor aiso donated tissue, this will have to be performed with a
Tissue Clinical Quality Assurance Coordinator to ensure that the final serology results
have been received and that all test results are included prior to validation. This will be
implemented no later than Ociober 5, 2014.
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3. Onshared organ ond fissue cases, o QA team member will share HILY resulls with the
organ transplant programs. This is curent practice and will remain part of the
corfinuing process.

4. These changes will be reflected in I EERREEREEL - o' instruction WI-QS-009
Completing the Deceased Donor Registration. This will be implemented no iater than
October 5, 20146.

5. The Ciinical Quality Assurance Coordinators will be frained on these changes no later
than Ociober 5, 2016,

&. Areport will be created enabling Quality Assurance staff to monitor the tests that are
pending for both orgon and fissue coses so that they can follow up on obtaining resulis.
This will be implemented no igter than October 13, 2014,

7. R - o ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Pathway will be updated o require a review of serologies entered info the EMR by the
AOC. These forms will be updaied by Oclober 5, 2014, and family services, organ
sarvices and quality assuronce coordinators will be frained by Qctlober 5, 2016,

Effectiveness Assessment:

Compiliance will be measured through our internal audif process. Infernal gudit 004 *Orgon
Donor Suitability & Positive Serologies” will have aon audit item odded where the quditor will
check the serology resulls in UNET to ensure they moich what is documented in the chart on
cases where organ and fissue wos recovered. This audit was starfed September 23, 2016. Any
non-conformances will be reported fo the Manager, Business Analvlics & Regulatory
Compliance, and the corrective actlion process will be completed to comect any non-
conformances idenfified.

The current organ chart GA process will be updated fo be completed in two parls. Aninitial
QA check of crifical information including but not imited o the Authorization/Disclosure, UDRA]
documents, pronouncement of decth documentation, ABO verificafion, hemodilution,
serology resulls, verification an U/A was performed within 24 hours of cross clomp, accuracy of
the Verification of Donor Information form {ORG-043), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097}, and
accuracy of the admission date and time will be performed fo ensure crificol items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeneass gf this fime. This initial check will be inlliated within 10 days of case completion
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and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An internal quality committee will review all non-conformances on a monthly basis o ensure
they were resolved according to company policy and review any trends identified. if frends
are identified, the quality committee will perform an analysis 1o determine the root cause of
the trend and recommend proper corrective actions to implement.

The results of all third party audits will be reported o the CEO, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Party Inspection no later thon October 5,
2016.

B. OPTN Policy Review

Area of Non- The folliowing donor record did not have documentation of a confirmatory test for brain death
Compliance #3 in the donor record as required by OPTN Policy 2.2 {pronouncement of death).
. {Apnea test was aborted due to donor instability)
Requested Action(s) Please provide a corrective action plan to ensure compliance with OPTN Policies 2.2,
pronouncement of death and archived sample, 2.5, 2.15C {previously 2.15B)}, and 14.5
{previously OPTN Policy 16.4).
Explanatiion

B - does not exist as fo how brain death declaration must occur nor isi
aware of any federal laws or statutes that exist in regards fo how brain deat
declaration is 1o be performed in hile there are guidelines for determining brain
death in | these are only guidelines and not law. Since its inception, the
B s relied on the hospital expertise only, to pronounce brain death,
_policy and practice has been to ensure a copy of the hospital brain death

documentation is obtained and placed in the donor chart, This documentation per policy has
been o ensure if includes that the patient is brain dead, the daie/lime and a signature by a
physician. Staff were inconsistently verifying this documentation. | Cic
not have a process for ensuring the integrity of the brain death process.

Root cause:

Inconsistent verification of documentation and no federal law or state statute defining proper
documentation of brain death. Lack of internal process for verifying hospital poticy is followed
or for ensuring integrity of brain death process.
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Correciive Action Plan
and Estimated
Complefion Dates

A containment plan was put into place on August 31, 2016, All Quality, Organ Services,
Family Services, and Professional Services staff could not sign into our electronic medical
records system uniil they acknowledged receipt of information regarding the
containment pian. The acknowledgement notice stated the following:

“1} Moving forward, the Family Services Coordinators {FSCs} will be required to

ensure that a negative clinical exam and apnea test are documented in the

hospital chart and that a copy is made and placed in the —
B ot along with the documentation of brain death pronouncement by
a physician. 2} If an NP is documenting the brain death examination, the note
must be co-signed by the attending physician that they are working under the
direction of. If not co-signed, it cannot be accepted and
I i not proceed with organ recovery until accurate documentation is
received from the hospital. This aligns with hospital confract language stating
that 'the determination of death for a Potential Donor shall be made by the
Donor's attending physician or by the physician responsible for certifying death
at the Hospital.” 3} The FSCs and Organ Recovery Coordinators {ORCs) will add
to their hand off/report {documented on the Clinical Pathway) that they have
reviewed the documentation of the clinical exam, apnea test, and ancillary

procedures {if applicable} and that a copy of these items and the death note
have been placed in the chart. 4) The Clinical Quality
Assurance Coordinators wi ained that when reviewing donor charts,

documeniation of a negative clinical exam and apnea test must be present in
the#haﬁ along with @ proper brain death note. Ancillary
testing might also be present if performed. Acknowledgement of this notice

confirms your understanding of these requirements and indicates your ability to
comply with these requirements as stated above. All questions and concerns
should immediately be directed to your manager.”
Please see attached summary of users along with their role and date/time of
acknowledgement. The implementation date was August 31, 2016,

The above was o containment plan implemented immediately while Member Quaiity was
onsite on August 31, 2016. Since then, the following corrective actions will supersede this
immediate contaginment plan,
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1. An emergency meeting of the Advisory Board will be held by
Ociober §, 2016 where the Advisory Board will determine minimum standards as to what
must be documented in the hospital's brain death note in order for
B (o accept it as a suitable brain death declaration note. This will i t all
brain death declarations must be completed by a MD or DO. Them

Chief Medical Officer will also be part of this meeting in determining standards.

2. Policy FS B3.000 Verification and Documentation of Brain Death will be updated by
October 9, 2016 to reflect that thwm follow each individual
haspital policy for brain death an at at a minimum the recommendations from the

Advisory Board as to brain death documentation must occur. Additional updates to this
policy will include:

o all brain death documentation is uploaded into the appropriate donor case in
the "BD Documentation" section of the electronic medical record system.

o the organ recovery coordinator/family services coordinator must call the
administrator on call {AOC} and have the AOC verify that the brain death note
documentation matches the hospital policy and at a minimum has the
requirements that the Advisory Board recommended.

o the brain death documentation to be verified by the AOC should be reviewed
from the affachments section in the electronic medical records system. This
review by the AOC will be documented as o case note in the elecironic medical
record system.

3. An emergency meeting of the [ Govening Board Executive
Committee will be held by October 10, 2014 to approve the recommendations to Policy
FS B3.000 Verification and Documentation of Brain Death that was recommended by
the Advisory Board. Additionally, the policy will be shared at the next board meeting
with all governing board members.

4. Once the policy has been reviewed and approved by the Executive Committee, the
Organ Services, Professional Services and Family Services staff will be trained on the
policy by October 13, 2016,

5. mWork insiruction WI-ORG-068 Organ Chart QA Process will be
creared 1o reflect the key elements that need to be verified as it relates to
documentatfion regarding pronouncement of brain death per FS Policy B3.000
Verification and Documentation of Brain Death. This will be implemented and Organ

10
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Services, Quality Assurance Coordinators and Family Services Coordinators will be
frai r 13, 2016 on WI-ORG-048 Organ Chart QA Process.

6. The rofessional Services staff will do a 100% review of all organ
potential hospital brain death policies by September 28, 2016. Each of the hospital
policies on brain death will be uploaded into the iTransplant medical charting system for
access by the organ recovery coordinators, family services coordinators, professional
services coordinators, quality assurance coordinators and any other applicable staff.

7. Inthe event that an organ hospital does not have a policy on brain death, the
professional services staff or a member of ieadership will make contact with the hospital
o ensure a brain death policy is created and implemented. This confact will be
completed by October 5, 2016 and it will be siressed that a policy needs implemented
in the next 40 days.

8. The Organ Services new coordinator orientation will be updated to include the
information oullined in the step above. This update will be completed no later than
October 5, 2016.

9. Professional Services staff, President/CEQ and Chief Medical Officer will provide
communication fo all organ hospitals regarding the necessity to pronounce brain death

according to hospital policy but also in regards to the minimum requirements for
pronouncing brain death that the mdvisory Board recommends
mittee approves. This will be completed by October 13, 2016.

and the Executiv
10, form ORG-002 Clinical Pathway will be updated to ensure brain
eain s documented properly and reviewed by the AOC. The Clinical Pathway will be

updaied by October 13, 2016, and family services, organ services and quality assurance
coordinators will be trained by October 13, 2014.

11. The Organ Services' new coordinator orientation, Family Services' new coordinator
orientation, and new Clinical Quality Assurance Coordinator orientation will be updated
to include the information outlined in the step above. This update will be completed no
later than October 5, 2016,

Effectiveness assessment:

Within the elecironic medical records system, there is documentation completed on every
case that lists the methods used to pronounce brain death. A report will be buiit fo monitor
those fields and ensure that the proper methods are being utilized to pronounce brain death.
The report will be run daily ond emailed 1o the Managers of Family Services and Organ

11
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Services so that they can ensure the information is corect and present in the chart. {f
documentation is not present they will follow up with the appropriate staff immediately. This
will be implemented by Octfober 13, 2016.

The current organ chart QA process will be updated to be completed in two parts. Aninitial
QA check of critical information including but not limited (o the Authorization/Disclosure, UDRAI
documents, proncuncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and time will be performed to ensure critical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this time. This initial check will be inifiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checklisi. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An internal quality committee will review all non-conformances on ¢ monthly basis to ensure
they were resolved according to company policy and review any frends identifled. If frends
are ideniified, the quality committee will perform an analysis 1o determine the root cause of
the trend and recommend proper comrective actions to implement.

The results of all third party audits will be reported fo the CEO, and Advisory and Executive

Boards. This will be added to policy QS A4.000 Third Parly Inspection no later than October 5,
2016.

Area of Non- The following donor records did not have donor record documentation of an archived sample
Compliance #4 as required by OPTN Policy 2.2:
® 4 [lab contacted for documentation)
L ]
Requested Action(s) Please provide a corrective action plan to ensure compliance with OPTN Policies 2.2,
pronouncement of death and archived sample, 2.5, 2.15C (previously 2.15B}, and 16.5
{previousty OPTN Policy 16.61.
Explanation This occurred because we did not have any checks within the QA process to ensure that the

statement was on the final HLA report received from the lab who archives the serum for us.

12
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They did produce updated documeniation during the audit verilying that there was archived
serum availabile for these two donors.

Rool couse:;
Lack of QA process

Comrective Aclion Plan
angd Estimaled
Complelion Doles

1. Al donor records from August 1, 2015 through current hove been checked to ensure
that the statement regarding an archive sample Is present on the fingl report received

from the lab arehiving serum for organ donors.
2. Hwork instruction WI-ORG-068 will be created to reflect that all
inal HLA reports must have the statement 1.5 ml of serum s archived on this donor and

will be saved for g minimum of 10 years.” If the statement is not present, the lab will be
contacted by the Clinical QA Coordinator to find out if there is archive serum of the iob.
if there is, an omended report will be requested. if there s no serum archive, ¢
reportable event will be wiitlen and the investigation will be complefed and
documented through the CAPA process. This will be implemented no later than
Cciober 5, 2014,

3. The Clinical QA Coordinators will be frained on WI-ORG-0468 by October 5, 2016.

Effectiveness gssessment;

Complicnce will be measured through our infernal audit process. Internal audit 015 "Organ
Donor Records” will have an audit item added where the auditor will perform a random chart
sampling o verify that the statement “1.5 mb of serum is archived on this donor and will be
saved for a minimum of 10 years” appears on all final HLA reports sampled. This audit was
started Septembaer 23, 2016, Any non-conformances will be reported o the Manager, Business
Analytics & Regulatory Compliance, and the comective action process will be completed io
corect any non-conformances identified.

The current organ chart A process will be updoted to be completed in two parts. Aninitial
GiA check of crifical information including but not limited o the Authorization/Disclosure, UDRAI
documenis, pronouncement of death documentation, ABO verification, hemodilution,
serology resulfs, verification an U/A waos performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-0463), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantabile Crgans form [ORG-0%7), and
gccurgcy of the admission date and time will be performed o ersure critical items identified in

13
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this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness af this fime. This initial check will be initiated within 10 days of case compietion
and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An infernal quality committee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any trends identified. If trends
are identified, the quality committee will perform an ancalysis to determine the root cause of
the trend and recommend proper comreciive actions to implement.

The results of all third party audits will be reported to the CEO, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Party Inspection no later than October 5,
2016.

Area of Non-
Compliance #5

The following donor records did not have a properly documented hemodilution calculation for
serological testing as required by OPTN Policy 2.5:

Requested Action(s) Please provide a comrective action plan fo ensure compliance with OPTN Policies 2.2,
pronouncement of death and archived sample, 2.5, 2.15C {previously 2.15B}, and 16.5
(previously OPTN Policy 16.6).

Explanation Interal policies and work instructions were not specific enough with regards to how the

hemodilution needs to be completed. Specific information was outlined regarding blood
products and colloids, but litfle guidance was given in regards to documenting crystalloids;
therefore, documentation was inconsisient from one coordinator to another. Proper
education for the Organ Recovery Coordinators related to the hemodilution calculation,
specifically when crystalloids were a factor, was lacking.

Root cause:

Comrective Acilion Plan
and Estimated
Complefion Dates

Lack of training and competency.
1. m forms ORG-002 Clinical Pathway and ORG-032 DCD Clinical
athway will be updorted to reflect that the blood bank needs to be contacted prior to

completing the hemodilution on all cases to confirm the amount of blood products
released/administered to the patient. If available, the blood administration records
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must be copied and placed in the donor record. if not available, it must be
documented why they could not be obtained. This will also be updated in policy ORG
A8.000 Serology Hemodilution Qualification. These updates will be made no later than
October 5, 2016.

2. All Organ Services staff and Clinical Quality Assurance Coordinators will be trained on
the policy and form updates prior to implementation and no later than October 5, 2016.

3. The Organ Services and Quality Assurance staff will be retrained on the hemodilution
calculation. This education will include the rationale for performing the hemodilution,
the components of the hemodiilution (blood products, colloids, and crystalloids) and
how they affect the sample, how to properly document the hemodilution, and what to
do if the sample is found to be hemodiluted. There will also be a test to assess
knowledge and understanding of the material presented. All staff will need to pass the
test/assessment with 100%. This will be complete by all staff affected no later than
October 5, 2014.

4. The Organ Services and Quality Assurance staff will be tested on hemodilution
concepts, at a minimum, annually, once being released from orientation. The
orientation fraining over hemoedilution will also be assessed and updated fo include
what is outlined above and will be implemented no later than October 5, 2016.

Effectiveness assessment:

The current organ chart QA process will be updated to be completed in two parts. An initial
QA check of crifical informaiion including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology resulls, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form [ORG-097), and
accuracy of the admission date and time will be performed to ensure critical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this time. This initial check will be initiated within 10 days of case completion

- and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An infernal quality committee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any trends identified. If trends
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are identified, the quality committee will perform an analysis o determine the root cause of
the frend and recommend proper corective actions 1o implement.

The results of alt third party cudits will be reported to the CEO, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Party Inspection no later than October 5,
2016.

Area of Non- The following donor record did not have documentiaiion of urinalysis within 24 hours of cross
Compliance #é clamp as required by OPTN Paolicy 2.8:
*
Requested Action(s) Please provide a comrective action plan to ensure compliance with OPTN Policies 2.2,
pronouncement of death and archived sampie, 2.5, 2.15C {previously 2,158}, and 16.5
{previously OPTN Policy 16.4}.
Explanation A urinalysis was conducted within 24 hours of cross clamp., but the resuits were not

documented in the electronic medical record and were thus not available at the time of
inspection to the inspectors.

Root cause:

Lack of verification process for ensuring that tests that were performed without resulis being
received prior o the OR were obtained after procurement,

Comrective Action Plan
and Estimated
Completion Dates

1. The urinalysis results were obtained from the donor hospital and documented in the
donor record {plecse see attached copy).

2. A checkiist {has been assigned ORG-098 Case Hand Off Report as an identifier} will be
made for Organ Recovery Coordinators to complete at the end of a case in order to
communicate fo the QA staff any testing that needs followed up on post case {i.e.
pending tests, pending biopsy reports, etc.). The checklist will be implemented no later
than Cctober 5, 2016.

3. The checkist will be added tof - - oRrG C1.000 Local Donor
Chart Documentation and Completion. The policy will be updated and effective no

later than Ociober 5, 2016,
4. form ORG-002 Clinical Pathway and ORG-052 DCD Clinical
athway will be updated fo reflect that prior 1o entering the OR, the ORC must verify

that a urinalysis with micro was performed within 24 hours of when cross clamp is
expected 1o occur. If one has not been performed that will meet this fimeframe, a
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urinalysis with micro will be ordered. These forms will be updated and effective no later
than Oclober 5, 2016.
5. MFOW ORG-002 Clinical Pathway and ORG-052 DCD Clinical
athway will pe updated to reflect that the AOC will confirm urinalysis resulis of no more
than 24 hours prior to entering OR are in the EMR. These forms will be updated and
effective no luter than October 5, 2014,

6. An automoted report will be created and sent to QA weekly that lisls the donors from
the week, cross clamp date ond fime, and date and lime of the lotest /A
documented in the QPO EMR. This will be reviewed by the Manager, Business Analylics
and Regulotory Compliance with the QA team to ensure compliance. This will be
implemented no later than October 13, 2016,

7. Al Organ Services and Quality Assurance Coordinators will be frained on the new form,
the updated clnical pothways, and policy updates no later than October 5, 2016.

Effectiveness gssessment:

The current organ chart QA process will be updoted to be completed in two parts. Aninifial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documeniglion, ABG verification, hemodilution,
serology results, verificotion an U/A was performed within 24 hours of ¢ross clamp, accuracey of
the Verification of Donor information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplontable Organs form [ORG-097}, and
accuracy of the admission date and firme will be performed to ensure critical tems identified in
this CAP are completed occurately. ORG-002 Clinical Pathway will also be reviewed for
compileteness of this fime. This inltial check will be initiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checldist. All non-conformances
will be racked through the reportable events process per policy QS A1.000.

An infernal qudlity commitiee will review oll non-conformaonces on a monthly basis o ensure
they were resolved according to compaoany policy and review any trends identified, If frends
are identified, the quality committee will perform an anclysis to determine the root couse of
the trend and recommend proper corective actions fo implement.
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The results of all third party audits will be reported to the CEOC, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Party inspection no later than October 5,
2016.

Area of Non- The following donor records did not have documentation of flush solution and/or additive lot
Compliance #7 numbers as required by OPTN Policy 2.15.C {previously OPTN Policy 2.15.B}):
@ {Prostin}
® {Viaspan, Perfadex, Plasmalyte)
» 6 {Viaspan)
Requested Action(s) Please provide a comective action plan 1o ensure compiliance with OPTN Policies 2.2,
pronouncement of death and archived sample, 2.5, 2.15C (previously 2.158), and 16.5
{previously OPTN Policy 16.6}.
Explanation

The solutions and/or additives were for products brought into the OR by either out-of-state
centers or the local thoracic teams. Th*Orgon Recovery Coordinators
failed to remember to oblain the necessary information and when the transplant centers were
contacted they did not have record of the information needed. For abdominal recoveries
performed by our local fransplant centers, this information is capiured in our inventory system.
For all other recoveries we rely on the Organ Recovery Coordinators to remember to obtain
the information from the other transplant centers involved, but there is no visual reminder
cumrently.

Root cause:

tack of appropriate forms, processes, and accouniability measures.

Corrective Action Plan
and Estimated
Completion Dates

i. The Verification of Donor Information form {ORG-043} will be updated to include fields to
document the solutions, additives, ot number and expiration dates of the items used in

the recovery of the organs. This will be implemented no later than October 5, 2016.
2. # Form ORG-002 Clinical Pathway and ORG-052 DCD Clinical
othway will be updated fo reflect that the AOC will confirm fields to document the

solutions, additives, lof number and expiration daies of the items used in the recovery of
organs have been completed on ORG-063. These forms will be updated and effective
no later than October 5, 2016.

3. Pdlicy ORG A11.000 Surgical Recovery, Perfusion and Preservation of Organs will be
updated o reflect where the lof and expiration information will be captured for all
solutions and additives used in the OR by out-of-state centers and local thoracic
transplant centers. This will be implemented no later than October 5, 2016.
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4. All ORC staff and Organ Clinical Qudlity Assurance Coordinators will be trained on the
form and policy updates as well as the importance of documenting this information no
later than October 5, 2016.

Effectiveness assessment:
internal audit 007 Organ Donor Management, Allccation, and Recovery contains an item

where the lot/expiration information needs to be verified in @ random sampling of charts. This
item will be updated to include that the random sampling of charts must include cases where
either out-of-state recovery teams or local thoracic teams were involved in the recovery of
organs will be checked to verify that all lot and expiration information is present for the
solutions/additives used in the OR. This audit was started September 23, 2014, Any non-
conformances will be reported fo the Manager, Business Analytics & Regulatory Compliance,
and the comrective action process will be completed to corect any non-conformances
identified.

The current organ chart QA process will be updated to be completed in two parts. An initial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology resulls, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form (ORG-043), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and fime will be performed to ensure critical items identified in |
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
complefeness at this time. This initial check will be inifiated within 10 days of case completion
{ and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
- will be tracked through the reportable events process per policy QS A1.000.

| Aninternal quality committee will review all non-conformances on a monthly basis to ensure
' they were resolved according fo company policy and review any frends identified. If trends
are identfified, the quality committee will perform an analysis to determine the root cause of
the trend and recommend proper comrective actions to implement.

TR b
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The resuits of all third party audits will be reported to the CEC, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Party Inspection no later than Gctober 5,
2016.

Area of Non-
Compliance #8

The following donor records contained a generic statement signed by two individuals stating
that all organs and vessels were packaged and verified in accordance with OPTN Policy 5.0.
This generic statement did not cite current policy at fime of procurement as required by OPTN
Policy 16.5 {previously OPIN Policy 16.4}:

e 9 & & & @ o

Requested Action(s)

Please provide a comrective action plan to ensure compliance with OPTN Policies 2.2,
pronouncement of death and archived sampile, 2.5, 2.15C (previously 2.15B}, and 14.5
{previously OPTN Palicy 16.6).

Explanation

Form ORG-063 Verification of Donor Infarmation and Packaging/Labeling was updated fo
reflect the change from OPTN Policy 5.0 to OPTN Policy 16 on July 1, 2015, For the cases listed,
OPQO staff utilized a version of the form that was printed from the OPC EMR which did not
include the updated language. There was not clear communication that the OPO form ORG-
063 should be used in order to ensure compliance.

Root cause:
Lack of communicgation between qudlity and organ sicff as {o proper form fo use.

Corrective Action Plan
and Estimated
Completion Dates

1. The best practices “Verification for Accuracy of Documentation and Packaging of
Transplantable Organs” form provided by the UNOS audit staff will be implemenied (has
been assigned ORG-097 as an identifier). It will be referenced in policy ORG A11.000
Surgical Recovery, Perfusion and Preservation of Organs and ORG A13.000 Packaging
and Labeling of Organs. This form and policy updates will be implemented no later
than October §, 2016.
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2. Al Organ Services staff and Organ Clinical Quality Assurance Coordinators will be
trained on the form and policy updates prior to implementation and no later than
October 5, 2016.

Effectiveness gssessment:

The cumrent organ chart QA process will be updated to be completed in fwo paris. An initial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology resulfs, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and time will be performed to ensure critical items identified in
this CAP are completed accurately. ORG-002 Clinicatl Pathway will also be reviewed for
completeness af this time. This initial check will be initiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

An internal quality committee will review dall non-conformances on a monthly basis tc ensure
they were resolved gccording to company policy and review any trends identified. If frends
are identified, the quality committee will perform an analysis to determine the root cause of

. the trend and recommend proper corrective actions to implement.

The resulis of all third party audits will be reported o the CEO, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Party inspection no later than October 5,
2016.

“Area of Non- The following donor record did not have documeniation of two individuals verifying organ and
Compliance #9 vessel packaging and labeling at the same time as required by OPTN Policy 14.5 {previously
OPTN policy 16.6}. Cross clamp was 4/20/2016 - 0309. First verifier signed the generic form on
4/20/16 ~ 0405. Second verifier signed the form on 4/22/16 - 1313.
L
Requested Action(s) Please provide a corrective action plan to ensure compliance with OPTN Policies 2.2,

pronouncement of death and archived sample, 2.5, 2.15C {previously 2.15B}, and 14.5
{previously OPTN Policy 16.6).
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Explanation

Corrective Action Plan
and Estimated
Completion Dates

The second verifier failed to sign the form when the verification took place and instead signed
the form two days later when it was caught by another coordinator during review.

Root cause:

1.

id not follow policy.

The best practices “Verification for Accuracy of Documentation and Packaging of
Transplantable Organs” {has been assigned ORG-097 as an identifier] form provided by
the UNOS audit staff will be implemented. It will be referenced in policy ORG A11.000
surgical Recovery, Perfusion and Preservation of Organs and ORG A13.000 Packaging
and Labeling of Organs. This form and policy updates wil be implemented no later
than October 5, 20146.
orm ORG-002 Clinical Pathway and ORG-052 DCD Clinical

athway will be updated to reflect that the AOC will confirm two individuals have
verified organ and vessel packaging and labeling at the same time. These forms will be
updated and effective no later than October 5, 2014.
All Organ Services staff and Organ Clinical Quality Assurance Coordinators will be
tfrained on the form and policy updates prior to implementation and no later than
October 5, 2014.
Previously, reportable events were not consistently initiated when signatures were
missing from ORG-063, but instead cormrection requests were initiated. WI-ORG-048 will be
created and reflect that if the verification does not take place at the same date/time
for both coordinators involved, or if there is a missing signature, date, or time on the
"Verification for Accuracy of Documentation and Packaging of Transplantable Organs”
(has been assigned ORG-097 as an identifier) form a reportable event must be initiated
and a cose note must be writien by the ORC as to why the procedure was not
followed. This will be implemented no later than October 5, 2014 and all Organ Services
and Quality Assurance staff will be trained on these changes prior to the
implementation date.

Effectiveness assessment:

The current organ chart QA process will be updated to be completed in two parts. An initial
QA check of critical information including but not limited to the Authorization/Disciosure, UDRA!
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
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the Verification of Donor information form [ORG-063}, accuracy of the Verification of
Accuracy of Docurmentation & Packaging of Transplantabie Organs form {ORG-097), and
accuracy of the admission date and fime will be performed to ensure critical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this time. This initial check will be initiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be fracked through the reportable events process per policy QS A1.000.

An internal qudality committee will review ail non-conformances on g monthly basis to ensure
they were resclved according to company policy and review any trends identified. If frends
are identified, the quality committee will perform an analysis to determine the root cause of
the frend and recommend proper comrective actions fo implement.

The resulls of all third party audifs will be reporied fo the CEO, and Advisory and Executive
Boards. This will be added to policy QS A6.000 Third Parly inspection no later than October 5,
2014,

C. Data Validation

Area of Non-
Compliance #10

Validation of data submilted in Tiedi for Deceased Donor Regisiration (DDR} forms.

5 DDR forms reviewed
4 DDR forms with emors
13 total number of errors

Chest X-ray = Abnormal -
left

Donor record
Donor ID Tiedi documentation docurmaniaticn
_i Organ Recovery: Organ Recovery:

Chest X-ray = Abnormal -
both

QOrgan Recovery:

Organ Recovery:

Senate Finance Committee — Confidential
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Date and Time agonal
phase begins {systolic BP <
80 or O2 sat. < 80%):
04/17/2016-12:12

The OPO did not provide
serial data every 5 minutes
between withdrawal of
support and start of agonal
phase, and every | minute
between the start of the
agonal phase and cardiac
deaih.

Date and Time agonal
phase begins (systolic BP <
80 or O2 sat. < 80%):
Q471772016 - 12:16

The OPO had data

available through 12:22 in
the donor record. Time of
deathis 04/17/2016 - 12:25

Procurement and
Authorization:

Date and time authorization
obtained for organ
donation: 04/08/2016 - 14:39

Donor Management: {Any
medications adminisiered
within 24 hours prior to cross

- clamp.}

Other/Specify: No
medicotions listed.

Procurement and
Avthorization:

Date and time authorization
obtained for organ
donation: Unable to verify,
{time}

Donor Management: (Any
medications administered
within 24 hours prior fo cross
clamp.)

Other/Specify: Keppra

Senate Finance Committee — Confidential
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Crgan Recovery:

The OPO did not provide
serial data every 5 minutes
between withdrawal of
support and start of agonal
phase, and every 1 minufe
between the start of the
agonal phase and cardiac
death.

Liver Biopsy: No

Organ Recovery:

The QPO had daia
available through 01:04 in
the donor record, Time of

death is 04/20/2016 - 01:08,

Liver Biopsy: Yes, received

West Nile Serology Resulis:
Negative

- West Nile NAT Results: Not

Done

biopsy report from the
transplant center on
05/03/2016,
Clinical Information: Clinical Information:
Serology: Serology:
- HTLV Serology Results: Not HTLV Serology Results:
Done Negative

West Nile Serology Results:
Not Done

West Nile NAT Results:
Negative

Senate Finance Committee — Confidential
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Donor Management: (Any
medications administered
within 24 hours prior to Cross
clamp.}

Diuretics: No

Arginine Vasopressin: No

inotropic Medications at

Donor Management: {Any
medications administered
within 24 hours prior to cross
clamp.}

Diuretics: Yes, Mannitol
given in the OR
Arginine Vasopressin: Yes

Inofropic Medications at

Time of Cross Clamp: No Time of Cross Clamp: Yes,
Levophed running af cross
clomp per anesthesia

record.

Requested Action(s)

Please make cormrections in Tiedi on these DDRs and submit ¢ comrective action plan to ensure
that similar errors do not occur in the future.

Explanation

The final chest x-ray was entered into the OPO electronic medical record after the
DDR was validated. The chest x-ray result that was entered was the last result documented at
the fime of DDR validation. The DDR was not updated when the final chest x-ray was updoted
in the OPO EMR.

I = DOR in Tiedi will vaiidate without the serial data being entered; therefore, there
was no indicator to the person validating the information that the seriol data was missing.
Many of the data fields within Tiedi are now completed by importing data from our electronic
medical record into the DDR, but the serial dafa is not included in the import and must be
hand entered by a coordinator prior to validating the document.

The date and fime authorization was obtained for organ donation: this case was a
DCD case. The family completed authorization and o parfial DRAl on 4/17/16 at 16:29. After
further discussions with the doctor, the family decided to wait an additional 24 hours fo
withdraw care. The following day, 4/18/16 the family decided to withdraw care and move
forward with the donation process. The Family Service Coordinator had the family amend the
authorization for when they decided fo proceed with the donation process on 4/18/14. When

Senate Finance Committee — Confidential

26

UNOS_3_000002659




SFC OPTN Hearing
Exhibit K.89

the authorization was Reviewed, this was brought to the attention of the Manager, Business }
Analytics & Regulatory Compliance and the Manager, Family Services. The Family Service
Coordinator was counseled to change the authorization date/fime back 1o the date/fime it
was completed {4/17/16 16:29} and was re-trained that the date/time of an authorization
should clways be documented when it is compleied and not changed if there is a delay in the
case. Inregards to the Keppra not being documented in Tiedi- this was due 1o a coordinator
not following policy on what is documented on the DDR. The DDR in Tiedi will validate without
the serial data being entered; therefore, there was no indicator to the person validaiing the
information that the serial data was missing. Many of the data fields within Tiedi are now
compieted by importing data from our electronic medical record into the DDR, but the serial
data is not included in the import and must be hand entered by a coordinator prior 1o
validating the document. In the OPO elecironic medical record, the liver data page had
biopsy performed marked as no, but at the bottom of the page it was noted that ¢ biopsy
would be performed at the accepting fransplant center. When the biopsy results were
received, they were not entered on the liver data page and should have been, as that
information is imported from the EMR info Tiedi.

Multiple coordinators entered serology results into the serology result page in the
OPO EMR and that information is eventudlly imported over o Tiedi to complete the DDR, The
information entered was not Reviewed against the resulis in the chart and, therefore, errors
were made documenting which serology tests were performed. In regards to the data entry
errors surounding medications adminisiered, the QA Coordinator validating the DDR did not
check the infraoperative Management page in the OPO record or the anesthesia flowsheet,

Roof cause:

Lack of alignment of processes for Organ depariment staff entering and validating DDRs and
Quuility Services staff performing quality check of donor record. Lack of fraining and
competency.

Corrective Action Plan
and Estimated
Compietion Dates

1. Allinformation identified by site surveyors was corecied in Tiedi September 18, 2014. i

2. When the Clinical Quality Coordinator is ready to close a chart, one of the final steps will -
be to run an audit report to see if any fields that populate into the DDR have changed
since the date the DDR was submitted. This will be included on WI-ORG-068 Organ
Chart QA Process. These will be implemented no iater than October 5, 2016.
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3. Al Quaiity Assurance staff will be trained on the process change and the work
instruction no later than Octlober 5, 2016.

4. Areport that can pull the serial dafa from the OPO EMR info the DDR will be
implemented no later than October 13, 2016.

5. m form ORG-052 DCD Clinical Pathway will be updated to reflect

at viral signs must be documented every 5 minutes between withdrawal of support
aond start of agonal phase, and every | minute between the start of the agonal phase
and cardiac death. These updates will be made by October 5, 2016.

6. All Quality Assurance and Organ Recovery staff will be trained on the process change,
updated pathway, and updates o the work instruction no later than October 5, 2016.

7. Family Services staff will receive education regarding the completion of the
authorization/disclosure paperwork, what to do if a case is delayed for any reason, and
the proper way to make error corrections. This will all occur by October 5, 2016.

8. Organ staff will be refrained on marking the liver data page appropriately when a
biopsy is performed, even if it is not performed locally, as well as the effects of not
marking this information appropriately. This will be completed by October 5, 20146.

9. A checkiist {(has been assigned ORG-098 Case Hond Off Report as an identifier) will be
made for Organ Recovery Coordinators to complete at the end of a case in order fo
communicaie fo the QA staff any testing that needs followed up on post case {i.e.
pending tests, pending biopsy reports, etc.]. The checklist will be implemenied no later
than October 5, 2016 and staff will be frained on the form.

10. Quality Assurance Coordinators and Organ Recovery Coordinators will be re-trained
regarding entry of biopsy results on the anatomy pages in the OPO EMR to ensure
correct information is imporied into the DDR. Retraining will be completed with
appropriaie staff no later than October §, 2016.

11. The QA process for verifying serolagy results in UNET/TIED! will be updated fo reflect that
all serology results documented will be read aloud by one Clinical Quality Assurance
Coordinator and verified in UNET/TIEDI by a second Clinical Quality Assurance
Coordinator. If the donor also donated tissue, this will have o be performed with a
Tissue Clinical Quality Assurance Coordinator to ensure that the final serology resulis
have been received and that all test results are included prior to validation. This will be
implemented no later than October 5, 2014.

12. These changes will be reflected i work insfruction WI-QS-009
Completing the Deceased Donor Registration and WI-ORG-068 Organ Chart QA
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Process. Additionally, the places to look in the donor record for certain information will
be added o the WI-Q8-009 to ensure that all locations for information have been
checked prior to DDR validation. This will be implemented no later than Octlober 5, 2016.

13. The Clinical Quality Assurance Coordingtors will be frained on these changes no later
than October 5, 2016.

Effeciiveness gssessment:

Complicnce will be measured through our infemnal cudit process. Internal audit 004 "Organ
Donor Suitability & Positive Serclogies” will have an audit temn added where the auditor will
check the serology results in UNET to ensure they match what is documented in the charf on
cases where organ and Hissue was recovered, This audit was started September 23, 2016, Any
non-conformances will be reporfed to the Manager, Business Analytics & Reguiatory
Compliance. The comrective action process will be followed for any non-conformances
identified.

The current organ chart QA process will be updated to be completed in two parts. An inifial
QA check of critical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology resulis, verification an U/A was performed within 24 houwrs of cross clamp, accuracy of
the Verification of Donor Information form {ORG-043), accuracy of the Verification of
Accuracy of Documeniction & Pockaging of Transplantable Organs form [ORG-0%7}, and
accuracy of the admission date and fime will be performed o ensure critical items identified in
this CAP are compieted accurately. ORG-002 Clinical Pothway will also be reviewed for
completeness af this time. This inifial check will be initiated within 10 days of case complefion
and will be documented on form ORG-085 Organ Chart QA Checldist, All non-conformances
will be fracked through the reportable evenis process per policy QS A1.000.

Aninternct quality commitiee will review oll non-conformances on o monthly basis to ensure
they were resolved according to company policy and review any trends identified. | frends
are identified, the quality commitiee will perform an analysis to determine the root couse of
the frend and recommend proper corective aclions o implement.

The results of all third party audits will be reported 1o the CEO, and Advisory and Executive
Boards. This will be added to policy Q8 A4.000 Third Party Inspection no loter than Oclober 5,
2016,
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Areda of Non- Validation of data submitted for Donor Summaries
Complionce #11
5 donor summaries were reviewed
2 of 5 summaries with errors
Donor ID Tiedi documentation Donor record documentation
B | ponor Information: Donor Information:
Admit Date: 02/11/2016 - | Admit Date: 02/11/2016-02:19
01:00
B | /<dical and Social Medical and Social History:
History:
History of hypertension, History of hypertension, compliant
compliant with tfreatment. | with freatment: Unable fo verify
Yes
Medical and soclal history | Medical and social history
comments; comments:
"Patient did have HTN for | Per mother on DRAI, the donor
the past 5 or 6 years and “never took medication for it."
was on medications for
control."
infeclious Diseases: Infectious Diseases:
Anti-HTLV I/ll; Nof Done Anfi-HTLV I/ll: Negative
Requested Action(s} Please provide a cormrective action plan that shows how the OPO will ensure the accuracy of

data enfered into DonorNet.
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The dateftime of admission was changed by the fissue feam after they verified the

information with the hospital face sheet. There is no process for the organ staff o know fo
change this in UNET,

I < donor hospital record listed that the patient was compliant with taking
medication for their BP which did not align with what the historian provided during the hedith
assessment inferview.

Roof cause:

Lack of alignment of processes for Organ department staff entering and validating DonorNet
Summaries and Quality Services staff performing quality conirol of the donorrecord. No
hierarchy of priority of information io be documented.

Corrective Action Plan
and Estimated
Completion Dates

1.

WI-FS-008 Referral process will be updated to reflect that the FSC or ORC who performs
the first onsite for the referral will verify the date/fime of admission per the hospital face
sheet and ensure that the documentiation in the OPO EMR is correct. The work
instruction will be updated and all FSCs and ORCs frained on the changes no later than
October §, 2016.

The Anti-HILV I/l result was updated to Negative in the DDR on September 18, 2016. We
are unable to change the medical-social history comments within UNET.

The QA process for verifying serology resulis in UNET/TIEDI will be updated to refiect that
all serology results documented will be read aloud by one Clinical Quality Assurance
Coordinator and verified in UNET/TIED! by a second Clinical Quality Assurance
Coordinator. If the donor also donated fissue, this will have to be performed with a
Tissue Clinical Quality Assurance Coordinator to ensure that the final serology results
have been received and that all test resulis are included prior fo validation. This will be
implemented no loter than October 5, 2016.

These changes will be reflected inj N o'k instruction WI-QS-009
Completing the Deceased Donor Registration. This will be implemented no later than
October 5, 2016,

The Clinical Quality Assurance Coordinators will be trained on these changes no later
than October 5, 20146.

A report will be created enabling Quality Assurance staff io monitor the tests that are
pending for both organ and tissue cases so that they can obtain tests and ensure
compliance. This will be implemented no later than October 13, 2016.

Senate Finance Committee — Confidential

31

UNOS_3_000002664




SFC OPTN Hearing
Exhibit K.89

7. WI-Q5-009 Completing the Deceased Donor Registration will be updated fo explain
“what should be done if the information in the hospital chart differs from what the
historian reports in the UDRALL The updates will be completed and Quality Assurance
Coordinators and Organ Recovery Coordinators will be rained on the updates by
Qctober 5, 2016.

Fiffecliveness gssassment:

Compliance will be measured through our internal audit process. Intemal audit 004 *Organ
Donor Sultability & Positive Serologies” will have an oudit item added where the quditor will
check the serology results in UNET to ensure they maich what is documented in the charf. This
audit was starfed September 23, 2016, Any non-conformances will be reported to the
Manager, Business Analytics & Regulatory Complionce, and the comrective action process will
be completed o corect any non-conforrnances identified.

Aninternal quality committee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any frends identified. If trends
are identified, the qualily committee will perform an analysis 1o determine the root cause of
the trend and recommend proper comective aclions to implement,

The resulls of all third party audits will be reported to the CEQ, and Advisory and Executive
Boards. This will be added to policy QS A4.000 Third Party Inspaction no later than October 5,
2016,

D, Priorilty UNOS Member Quallty Management Review ~ MPSC Review

Section il - Policy Review
and Process Validalion

A. OPTN Policy 2.6 Decegsed Donor Blood Type Deferminafion and Reporiing

Area of Non-
Compliance #12

The OPQ submitted the following infernal policies, procedures and/or protocols o UNOS for
review:
« Title: ABO Confirmation, Depariment: ORG, Section: A, Policy: 17.000, Revision: 11,
Effective Date 02/0172014

As part of the survey process, OPO protocols/polices were reviewed to verify compliance with
OFTN Policies. The findings of this review ore s follows:
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Required Flement Element in Protocel
Tests were compileted using two
separate blood samples Yearified
Protocol o resolve conflicting primary
blood fypes Verified
Verified

Verification that two individuols
performing blood fype reporting
each consulled source documents
Verification occurs prior to the match | Unoble o verly, accelerated
run of in coses of aoceleraied donation element is not
donalion, verificofion occurs priorto | present.

orgon release to the ransplant
hospital.

During the onsite review, site surveyors conducted an inferview with two Orgon Recovery
Coordingtors {ORCs) about how they perform ABO verificotion. Site surveyors validated that
OPO staff practices glign with the OPQO’s policies and procedures reloled to OPTN Policy 2.4

Requesied AcHion{s)

Please provide o corrective action plan to ensure compliance with OPTN Policy 2.6,

Explanation

Language regarding how ABO verification must ocour in the cose of an accelerated dongtion
was not incorporated when updaoling policy ORG A17.000 ABO confirmation.

Bool Couse:

Lack of o process 1o ensure ol regulgtion updaotes gre implemented in policy and proclice,

Comreciive Aclion Plon
gnd Esfimaled
Complefion Dules

i. Policy ORG A17.000 ABO Confirmation will be updated to include longuage regarding
cases of accelerated donation and verificotion occuning prior fo orgon relecse 1o the
frorsplont hospital, The policy updates will be implemented no loter than October §,
2014,
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2. All Organ Services staff and Guality Staff will be frained on the policy updates prior fo
implementation and no later then October 5, 2016.

3. When UNOS, CMS, or other regulatory policy longuage Is updated, the Manager,
Business Analytics and Regulatory Complionce is notified of changes via email from all
of the regulatory bodies {UNOS, CMS, elc.). The Manager, Business Analytics and
Regulatory Compliance or designee will nofify appropriate department leaders that
policy updates affecting their respective department(s) may be necessary. The
appropiiate depariment leader(s) will be responsible for updating oll affected policies,
forms, and/or work instructions in i EEEEEEEE: cocument management
system by the deadiine provided by the Manager, Business Analytics and Regulatory
Compliance or designee as he/fshe deems appropriate. The Manager, Business
Analytics and Regulatory Complionce or designee will review the updated policies,
forms, and work instructions fo ensure all information s updated according to regulatory
policy longuage ond becomes effective as defined by the regulatory body.
Corrections or additional updates may be required by departrment leadaers.
Department leaders will be responsible for retraining of staff as appropriate. The Quality
Systems Coordinator will update the internal audit matrixes within the some fime frame
that is given o department leadership to make policy updates. The updated oudit
matrixes will then be reviewed for accuracy by the Manager, Business Analvlics and
Regulatory Compliance. Additionally, prior o any oudit beginning, the Quaolity Systems
Coordinotor will ensure o review of the most current UNQS and CMS policies ond ensure
alignment of the audit with these policies.

4. Policy ORG D2.000 Implementation of new UNOS policies and Q8§ B1.000 Policies and
Procedures Document Control will be updated to reflect these changes and
implemented no later than October 5, 2014,

5. Organ Services leadership staff, the Manager, Business Analytics & Regulatory
Compliance and the Quality Systems Coordinator will all be trained on the policy
vpdates prior to implementation and no later than October 5, 2014,

Effectiveness Assessment:

The Quality Systems Coordinator will continue to perform annual cudils to ensure regulatory
policy longuage is accurately reflected in all applicable internal policies.
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An internal quality committee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any frends identified. If trends
are identified, the quality committee will perform an analysis to determine the root cause of
the trend and recocmmend proper corective aciions to implement.

The results of all third party audits will be reported to the CEO, and Advisory and Executive
Boards. This will be added fo policy QS A6.00C Third Party Inspection no later than October 5,
2016.

B. OPTN Policy 2.6.B Deceased Donor Blood Subitype Determination

Area of Non-
Compliance #13

The OPO submitted the following internal policies, procedures and/or protocols to UNOS for
review:
+ Tille: ABO Confirmation, Department: ORG, Section: A, Policy: 17.000, Revision: 11,
Effective Date 02/01/2014
As part of the survey process, OPO protocols/policies were reviewed fo verify compliance with
OPTN Policies. The findings of this review are gs follows:

Required Element Element in Protocol

Tests were completed using two separate blood

samples Verified

Samples used were pre red blood cell fransfusion Unable to verify
Verified

If conflicting subtype results, the subtype must not be

reported

During the onsite review, site surveyors conducied an interview with two Organ Recovery
Coordinaiors {ORCs} about their knowledge regarding the process for subtyping of blood
group A donors. Based on siaff interviews, there was a knowledge gap regarding the content
of the OPO’s Policy 17.000, Revision: 11 and the OPO's staff practices.

During the interviews, it was determined that staff were inconsistent in verbalizing the
requirement for pre red blood cell fransfusion samples in subtyping, confusing pre-transfusion
with hemodiiution.
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Requested Action(s)

Please provide a corrective action plan to ensure compliance with OPTN Policy 2.4.B.

Explanation

A knowledge gap was identified surrounding pre-fransfusion versus hemodilution and needs to
be corrected with the Organ Services department,

Root Cause:
Lack of training and competency assessment of pre-transfusion samples and hemodilution.

Comrective Action Plan
and Estimated
Completion Dates

1. All Organ Services staff will receive retraining regarding subtype determination.
Education will include rationale for subtyping, rationale for why a pre red blood cell
fransfusion sample is needed and how that differs from a pre-transfusion sample for
performing a hemodilution, as well as the negative effects that could come about if this
policy requirement was not fulfilled. The fraining and demonsirated competency will be

completed no later than Octfober 5, 2016.
2. m Form ORG-002 Clinical Pathway and ORG-052 DCD Clinical
Way Wi updated fo reflect that the AQC wili confirm ABO in the EMR. These

forms will be updated and effective no later than October 5, 2014.

3. The Organ Services new coardinator orientation will be updated to include the
information outlined in the step above. This update will be completed no later than
October 5, 2016.

Effectiveness Assessment:

The current organ chart QA process will be updated to be completed in two parts. Aninitial
QA check of crifical information including but not limited to the Authorization/Disclosure, UDRAI
documents, pronouncement of death documentation, ABO verification, hemodilution,
serology results, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form (ORG-063}, accuracy of the Verification of
Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and time will be performed to ensure critical items identified in
this CAP are completed accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness af this time. This initial check will be initiated within 10 days of case compietion
and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be tracked through the reportable events process per policy QS A1.000.

Senate Finance Committee — Confidential
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An internal quality committee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any frends identified. If frends
are identified, the quality committee will perform an analysis to determine the root cause of
the rend and recommend proper corective actions to implement.

The results of all third pariy audits will be reported to the CEO, and Advisory and Executive
Boards. This will be added fo policy QS A4.000 Third Party Inspection no later than October 5,
2016.

C. OPTN Policies 1.2 Definitions and 2.15.B Pre-recovery Veiificalion ~ No Requested Action

Section lil - Data

A. Deceased Donor Regisirations {DDRs) forms

Submission
Area of Non- md the following late DDR submissions between July 1, 2014 - July 1,
Compliance #14 . ihere were 7 of 338 {2%) late DDR submissions during this time period. See below for
detaqils
Days
First Date Donor DDR Expected | Date DDR First | Over-
Donor ID Last Name Name Added Date Validated due
15NOV2014 18DEC2014 19DEC2014 1
11FEB2016 15MAR2016 20MAR2016 5
11FEB2016 15MAR2016 20MAR2016 5
12FEB2016 17MAR2016 20MAR2016 3
13FEB2016 18MAR2016 21MAR2016 3
01APR2016 06MAY2016 07MAY2016 1
03APR2016 O6MAY2016 07MAY2016 1
DDR forms must be submitted within 30 days as required by Policy 18.1, Table 18-1 {previously
QOPTN Policy 7.2].
Requested Action(s) Please submif a comrective action plan o ensure that DDR forms will be submitted within the
required thirty days as required by Policy 18.1 {previously OPTN Policy 7.2].
Explanation During the fime period specified, the manner in which DDRs are completed was updated but

there was a lot of confusion among coordinators on how to do this and who was responsible
for completing the DDR in a timely manner. Who was responsible for the completion of the
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DDR was not being formally tfracked or enforced in any way. Becouse of volume and process
changes, some of the DDRs were completed oulside of the 30-day window specified.

Root Cause:
Lack of aglignment of processes for Organ department staff entering and validating DonorNet
Summaries and Qualily Services staff performing guglity conirol of the donor record.

Correclive Aclion Plan
and Estimoted
Completion Dales

1. Al the conclusion of ¢ case, the Organ Recovery Coordinators are to complete the
DDR Entry and Summaory page in the electronic medical record system. When the
Feedback document is completed in UNET by the Clinical QA Coordinator or Quality
Coordinator, they will assign ¢ task in the elecironic medical recard for the final two
Orgaon Recovery Coordinators on the case to compiete any of the DDR Enbry and
Summary page thot has not vet been completed. The ORCs will have 10 calendar days
to complete this task. Once the task s marked os complete in the EMR, it will send an
email to the quality staff who assigned the fask stating that the task has been closed.
This will alert the quality stalf thot the DDR is ready 1o be Reviewed and validated.

2. Policy ORG-C6.000 Data Submission, WI-QS-00% Completing the Deceased Donor
Registration, ond WiI-G5-010 Compileting the Donor Crgan Disposition will all be updated
o reflect the changes oullined above. These updates will be effective no later than
October §, 2014,

3. All Organ Services staff, Quality Assurance Coordinators and Quality Coordinators will
be froined on these changes prior o implementation and no later than Oclober 5,
2016.

4. Areport will be created thot is sent daily 1o the Manager, Business Analvtics &
Regulatory Compliance showing pending Feedback, PTRs, and DDR information.
Pending reports that are due within 10 days will be highlighted and the Manager,
Business Analytics & Reguiatory Compliance will be responsible for ensuring reports are
completed on fime. This update will be effective no later than October 13, 2014,

Effectiveness Assessment;

The current organ chart QA process will be updated to be completed in two parfs. An initial
QA check of arificd information including but not limited o the Authorization/Disclosure, UDRAI
documents, pronouncement of deoth documentation, ABO verification, hemodilution,
serology resulls, verification an U/A was performed within 24 hours of cross clamp, accuracy of
the Verification of Donor Information form {ORG-063), accuracy of the Verification of
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Accuracy of Documentation & Packaging of Transplantable Organs form {ORG-097), and
accuracy of the admission date and time will be performed to ensure crifical items identified in
this CAP are compieted accurately. ORG-002 Clinical Pathway will also be reviewed for
completeness at this time. This initial check will be initiated within 10 days of case completion
and will be documented on form ORG-085 Organ Chart QA Checklist. All non-conformances
will be fracked through the reportable events process per policy QS A1.000.

An infernal quality commitiee will review all non-conformances on a monthly basis to ensure
they were resolved according to company policy and review any trends identified. If frends
are identified, the quality committee will parform an analysis to determine the roof cause of
the frend and recommend proper comrective actions to implement.

The resulis of all third party audits will be reporied to the CEO, and Advisory and Executive

Boards. This will be added to policy QS A6.000 Third Party Inspection no later than October 5,
2016.

Additionally, monfhiy,—wili request data submission compliance reports
from UNOS and verify co corrective action process will be
implemented in the event is out of compliance.

B. Donor organ disposifion {(feedback) - No Requested Action

C. Potential Transplant Recipient (PTRs) refusal codes - No Requested Aclion

Section IV

A. Monthly Death Nofification Information

Area of Non-
Compliance #15

UNOS reviewed the OPO's methodology for reporting death notification information in UNet.
Two donor records were reviewed to determine the accuracy of the OPO's use of the
definition of an “Eligible Death” as defined in OPTN Policy 1.2. The number of donor records
included dail brain dead non-egligible donors < 71 years old.

The review identified two donors the OPO should have reported as Eligible.
®

3%
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Requested Action(s) Please complete a Deaih Notification Record {DNR] for each incomrectly reported donor and
provide a corrective action plan detailing how the OPO will ensure compliance in reporting an
gligible death as defined in OPTN Policy 1.2.

Explanation The Manager, Orgon Services had recently assumed the resporsibility of classifying referrals as

an “eligible death” and mistakenly classified these two referrals incorrectly. Additionally, there
was not a system to check the accuracy of the classification; the accuracy of information
reported was dependent upon one person making the determination by themselves.

Root Cause:
Lack of fraining and lack of a QA process.

Comrective Action Plan
and Estimated
Completion Dates

1. The OPO donor records for ABH1141 and ABLN458 have been updated to reflect that
they were both eligible donors. Death Nofification Records were created in UNET for
B o< o~ september 14, 2016.

2. The Manager, Organ Services or designee will be required o determine referral
classification no less than once per week and a designated Quality team member will
be required to review the referral classifications of the Manager, Organ Services or
designee no less than once per week. These individuals will be required to discuss
referral classification in the event of a disagreement. These changes will be
implemented no later than October 5, 2016.

3. The Manager, Organ Services or designee will indicate the referral classification in the
electronic medical record system. A designated Quality team member will write
“Verified" upon verification and agreement with Manager, Organ Services' referral
classification in the appropriate comments section in the electronic medical record
system, which will signify review of the eligibility criteria. These changes will be
implemented no later than October 5, 2016.

4. Policy ORG C6.000 Data Submission will be updated fo reflect that the Manager, Organ
Services or designee and a member of the Quality team will make the determination of
“eligible death™ together prior to that information being entered into UNET. The policy
update will become effective no later than October 5, 2016.

5. The Manager, Organ Services and the Quality staff will be frained on these changes
prior fo implementation and no later than October 5, 2016.

Effectiveness asses nt:
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By the tenth of the month, the preceding month’s brain deaths and eligibllity clossifications will
be audited by the COQ or CEQ or designee 1o ensure compliance with the process.
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34451L Death Declaration SBAR, updated 9/6/16

Situation: During a routine OPO site survey at OPO 344511, Site Surveyors noted irregularities in brain
death pronouncement documentation retained for donor records. OPTN Policy 2.2 (#5) The OPO is
responsible for verifying that death is pronounced according to applicable laws.

Six donor records (5 records in Attachment 1, and 1 record in Attachment 2) were missing one of the
following elements: clinical exam showing absence of all brainstem reflexes, confirmatory test in lieu of
aborted apnea tests (donor instability), or brain death pronouncement note signed by an attending
physician.

Following the site surveyors’ request, the OPO produced (after several hours and contact with donor
hospitals) the needed documentation for three of these records. The donor records with missing
documentation at the end of the site survey are listed below.

Case #1: [l 2ditted with massive subarachnoid hemorrhage. Arrived to ED in comatose state.
Poor prognosis discussed with family, then declared dead at 416pm by a Nurse Practitioner, “Pt EEG
consistent with brain death. 1616 T.0.D. Reviewed ¢ Dr. XXXX XXXXi.”

UNQOS staff asked for the OPO to provide additional documentation including the definitive neurological
exam by physician as well as the hospital’s policy on brain death determination (who can determine
death).

The OPO was provided an additional clinical note {by NP XXXX XXXX with neurological exam showing
“minimal gag reflex.” The OPO also included a copy of the EEG report, which is “consistent with
electrical silence of the cortex.”

Hospital policy {provided by the OPO) requires MD signature for brain death pronouncement. (Page 2
section D)

Case #2: 17 year old female, i brain death documentation in donor record includes only
neurological exam {consistent w BD}, note of a second physician being in agreement with exam.

Site surveyors asked the OPQO to provide apnea test or other confirmatory test documentation. OPO case
notes indicate that the OPO requested an apnea test, but the test was aborted r/t patient instability. No
confirmatory test in lieu of an apnea has been provided to date.

Case #3: Donor- —only death documentation is MD note that reports “l discussed with a large
family group the results of the Cerebral Blood Flow Study. The study showed ‘No intracerebral blood
flow,” confirming our suspicions of brain death. Will place the time of death as that of the cerebral Flow
Study: 1030 AM today (9/11/2015).”

Surveyors asked the OPO to provide the neurological exam contributing to determination of death. The
OPO provided additional clinical notes, but no neurological exam was included. (“No meaningful
response”) To date, no clinical neurological exam consistent with brain death has been provided.

The lead surveyor asked for an immediate containment plan to prevent any brain death documentation
irregularities form occurring. A containment plan was provided before the end of the survey. The OPO
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was notified that this situation may be escalated after further management review and that a more
robust CAP may be required in the near future.
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

CEMTERS FOR MEIRUARY & MEDICAED SERVICES

CMS Certification Number: -

September 23, 2016
(Via Overnight Mail)

Dear Administrator:

On September 20-22, 2016, the Centers for Medicare & Medicaid Services (CMS) conducted a

Medicare substantial allegation (complaint) survey of the _

Based on the survey results, CMS has determined that the does not meet the
conditions for coverage for organ procurement organizations s), and 1s out of compliance with
the condition for coverage listed below. Regulations at 42 CFR § 486, Subpart G for Organ

Procurement Organizations require that an organ procurement organization must be in compliance
with the applicable conditions for coverage.

42 CFR § 486.344 - Evaluation/Management of Potential Donors & Organ Placement and Recovery

We have determined that the deficiencies are so serious they constitute an immediate threat to patient
health and safety. In addition, your OPO was found out of compliance with the following condition for
coverage:

42 CFR §486.348: Quality Assessment and Performance Improvement (QAPY)

We have determined that the deficiencies are significant and limit your OPQ's capacity to render
adequate care and ensure the health and safety of your patients. Enclosed is a complete listing of all
deficiencies cited.

Enclosed is form CMS-2567, Statement of Deficiencies and Plan of Correction, documenting the
Condition- and Standard-level deficiencies found during the recent survey. All deficiencies cited on the
CMS-2567 require a Plan of Correction (PoC). You are required to respond within five calendar days
of receipt of this notice. Please indicate your corrective actions on the right side of the form CMS-2567
in the column labeled "Provider Plan of Correction”, keying your responses to the deficiencies on the
left. Additionally, indicate your anticipated completion dates in the column labeled "Completion Date.”

An acceptable PoC must contain the following elements:

1. The plan for comrecting each specific deficiency cited;
2. Efforts to address improving the processes that led to the deficiency cited;
3. The procedure for implementing the acceptable PoC for each deficiency cited;
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4. A completion date for correction of each deficiency cited;

5. A description demonstrating how the OPO has incorporated systemic improvement actions
into its Quality Assessment and Performance Improvement (QAPI) program in order to
prevent the likelihood of the deficient practice from reoccurring;

6. Procedures for monitoring and tracking to ensure that the PoC is effective and that specific
deficiencies cited remain corrected and/or in compliance with the regulatory requirements;
and

7. The title of the person responsible for implementing the acceptable PoC.

A PoC for the deficiencies must be submitted by September 29, 2015, to:

Centers for Medicare & Medicaid Services

Division o! Survey & Certification

The correction dates on the Plan of Correction must be no later than October 13, 2016. There will be
a review following receipt of a credible allegation of compliance.

You must sign and date the bottom of the first page of the CMS-2567. You should be aware that copies
of the Form CMS-2567 and subsequent plans of correction are releasable to the public upon request in
accordance with the provisions at 42 CFR § 401.133.

Deficiencies which resulted in non-compliance with the conditions for coverage must be corrected in
order for payment for covered organ procurement services to continue. CMS will terminate your
participation in Medicare if you do not achieve compliance with the conditions for coverage by
October 18, 2016.

If you are satisfied with this decision, you do not need to take further action. If you believe that this
determination is not correct, you may request a final Administrative Law Judge (ALJ) review. To do
this, you must file your appeal within 60 calendar days after the date of receipt of this decision.

You must file your appeal electronically at the Departmental Appeals Board Electronic Filing System
Web site (DAB E-File) at https://dab.efile. hhs.gov. To file a new appeal using DAB E-File, you first
need to register a new account by: (1) clicking Register on the DAB E-File home page; (2) entering the
information requested on the "Register New Account” form; and (3) clicking Register Account at the
bottom of the form. If you have more than one representative, each representative must register
separately to use DAB E-File on your behalf.

The e-mail address and password provided during registration must be entered on the login screen at
https://dab.efile hhs.gov/user sessions/new to access DAB E-File. A registered user's access to DAB E-
File is restricted to the appeals for which he is a party or authorized representative. Once registered, you
may file your appeal by:

e Clicking the File New Appeal link on the Manage Existing Appeals screen, then clicking Civil
Remedies Division on the File New Appeal screen and,

e Entering and uploading the requested information and documents on the "File New Appeal- Civil
Remedies Division" form.
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At minimum, the Civil Remedies Division (CRD) requires a party to file a signed request for hearing
and the underlying notice letter from CMS that sets forth the action taken and the party's appeal rights.
All documents must be submitted in Portable Document Format ("PDF"). Any document, including a
request for hearing, will be deemed to have been filed on a given day, if it is uploaded to DAB E-File on
or before 11:59 p.m. ET of that day. A party that files a request for hearing via DAB E-File will be
deemed to have consented to accept electronic service of appeal-related documents that CMS files.
Correspondingly, CMS will also be deemed to have consented to electronic service. More detailed
instructions on DAB E-File for CRD cases can be found by clicking the CRD E-File Procedures link on
the File New Appeal Screen for CRD appeals.

If you do not have access to a computer or internet service, you may file in writing, but must provide an
explanation as to why you cannot file submissions electronically and request a waiver from e-filing in the
mailed copy of your request for a hearing. The mailed request should be sent within 60 days of receipt of this
notice to the following address:

Appeal rights can be found at 42 CFR Part 498. The regulation explains the appeal rights following the
determination by CMS as to whether such entities meet the requirements for participation in the

Medicare program.

If you have any questions regarding this action, please contac_ of my staff, at

Sincerely,

Branch Manager
Non-Long Term Care Certification
& Enforcement Branch

epartment of Health
amily and Social Services Administration
UNOS
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FORM APPROVED

OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES {X1) PROVIDER/SUPPLIERICLIA
AND PLAN OF CORRECTION {DENTIFICATION NUMBER:

{X2) MULTIPLE CONSTRUCTION
A BUILDING

B.WING

{X3) DATE SURVEY
COMPLETED

c
08/22/12016

NAME OF PROVIDER OR SUPPLIER

STREET ADDRESS, CITY, STATE, ZiP CODE

(X4} ID SUMMARY STATEMENT OF DEFICIENCIES
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B NITIAL COMMENTS

- An unannounced substantial allegation survey

was conducted by federal surveyors on
. September 20, 2016 at tr
I - IO cccordonce

‘ with the requirements of 42 CFR Part 486,
- Subpart G for Organ Procurement Organizations.
Complairt 00210101 was substantiated, and

- Condition for Coverage found at 42 CFR

- §486.344: Evaluation and Management of

- Potential Donors and Organ Placement and

Recovery.

- Other findings included noncompliance with the
Condition for Coverage found at 42 CFR
§486.348: Quality Assessment and Performance
Improvement {(QAPI).

The President/CEO and other staff members

President/CEQ was notified of the Immediate
Jeopardy on September 22, 2016 at 12:50 p.m.

I 486.344 EVALIMGT OF PTNTL DONORS/ORG
PLCMINT & RCVRY

- The OPO must have written protocols for donor
- evaluation and management and organ

- placement and recovery that meet cumrent

- standards of practice and are designed o

- of donors and the number of organs recovered
-and transplanted per donor.

- This CONDITION is not met as evidenced by:
. Based on document review and interview, the
- OPQ failed o ensure compliance with written

- an Immediate Jeopardy was identified under the

were notified of ali findings during an exit
conference held at thm on
September 20, 2016 o pom. The '

- maximize organ quality and optimize the number

LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE

(X&) DATE

Any deficiency statement ending with an asterisk (*} denates a deficiency which the insfiiution may be excused from comecting providing it is determinad that
other safeguards provide sufficient protection to the patients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan of corraction is provided. For nursing homes, the abave findings and plans of comaction are disclosable 14
days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite o continusd

program participation,
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[The OPO must do the following]

Verify that death has been pronounced according
‘to applicable local, State, and Federal laws,

‘Continued From page 1

protocols for donor evaluation that meet current
standards of practice. This deficient practice has
the potential to effect any future donor's.

Findings include:

1) An Immediate Jeopardy was identified as a

result of the OPO's failure {o verify and document
- that the potential donor has been pronounced '
- dead in accordance with applicable legal i
requirements of local, State, and Federal laws, or |
the equivalent, with supporting documentation, in
three of nine donor records reviewed (Donor #1,

Donor #2, Donor #3). See [ for details.
486.344(b)(1) POTENTIAL DONOR

- EVALUATION

This STANDARD is not met as evidenced by:

Based on record review and interview, the QPO
failed to verify and document that the potential

donor has been pronounced dead in accordance
- with applicable legal requirements of local, State,

and Federal laws, or hospital policy, with

supporting documentation, for three of nine donor

records reviewed {Donor #1, Donor #2, Donor

#3).

Findings include:

During an interview on September 20, 2016 at
9:15 a.m., the Manager, Business Analytics &
Regulatory Compliance stated, "There is no state

statute for brain death.” When an alternative

FORM CMS-2567(02-39) Pravious Versions Obsolats ]

Senate Finance Committee — Confidential

a3 PROVIDER'S PLAN OF CORRECTION {XS)
PREFIX {EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
_ if continuation sheet Page 20of 8

UNOS_3_000002681



SFC OPTN Hearing
Exhibit K.89

PRINTED: 08/23/2016

DEPARTMENT OF HEALTH AND HUMAN SERVICES FORM APPROVED
CENTERS FOR MEDICARE & M OMB NO. 0938-0391
STATEMENT OF DEFICIENCES {X1} PROVIDER/BUPPLIER/CLIA {423 MULTIPLE CONSTRUCTION {X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
c
| o B. WING 09/22/2016
NAME OF PROVIDER OR SUPPRLIER STREET ADDRESS, CITY, STATE, 2iP CODE
43 1D SUMMARY STATEMENT OF DEFICIENCIES (18] H PROVIDER'S PLAN OF CORRECTION X5}
PREFIK {EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX E {EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TFAG CROSSRKREFERENCED TO THE APPROPRIATE BATE

DEFICIENCY)

Bl Continued From page 2
- source was requested for the OPO's point of
reference for the verification of brain death, the
"Guidelines for Determination of Brain Death,”
I st Medical Association, March 22,

- 2010, was provided for "Adult Diagnostic Criteria

~ Patients Above 18 Years of Age,” the Manager,
Business Analytics & Regulatory Compliance
indicated, "This is what we use.” When a
- pediatric point of reference was requested, &
_copy of the "Proposed Guidelines for the
Determination of Brain Death in Infants and

: Children in the State of Being Submitted
for Approval by the State Medical
Association” were proviged.

On September 20, 20186, review of OPO policy

- entitled "Verification and Documentation of Brain

Death,” FS B 3.000, Revision; 9, Effective Dale:
12/31/2014, revealed "Purpose: To verify that
- brain death has been determined and
- documented using standard clinical practice. 1.
- The Family Services Coordinator (FSC} will

confirm the status of brain death declaration and

documentation. 2. The FSC will verify that the
- following information is included in the brain
- death note: a. Date and Time of pronouncement
- b. Physician's signature ¢. Specific language
- must be present that states patient has been
- pronounced dead, impression: brain death or
- diagnosed brain dead. 3. The FSC should

contact the Administrator on Call (AQC) if there is
any question concerning the brain death note.

Review of donor records on September 20, 2016 |

~ at 11:40 a.m. revealed that Donor #1 was
admitted to the hospital on January 5, 2015 with
massive subarachnoid hemorrhage. According

to the progress notes of the hospital record, “PT
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[ Continued From page 3 |
{patient) EEG (eleciroencephalogram) consistent :
- with brain death 1616 TOD (time of death).

Reviewed with Dr. A." The brain death note was

signed by a nurse practitioner, which is not in
compliance with OPO policy "Verification and
Documentation of Brain Death," FS B 3.000,
Revision: 9, Effective Date: 12/31/2014. The
brain death note did not include the results of a
- nsurological exam in accordance with the

"Guideline's for Determination of Brain Death,"
State Medical Association, March 22,

- Review of donor records on September 20, 2016
at 11:40 a.m. for Donor #2 revealed documented
results of a cerebral blood flow study with no :
corresponding neurclogic criteria for brain death
in accordance with the "Guidelines for

. Determination of Brain Death,

- Medical Association, March 22,

State

. Review of donor records on September 20, 2016

- at 11:40 a.m. for Donor #3 revealed that

- documentation for a 17-year-old potential donor

-included only a neurclogical exam consistent with
brain death. Donor #3 had an aboried apnea test
due 1o instability but no further confirmatory
testing. According to the "Proposed Guidelines
for the Determination of Brain Death in Infants

- and Children in the State of Being
Submitted for Approval by th State ;
Medical Association, Issues to be considered and |
protacol to be followed relating to brain death

- examination: 4. Apnea lesting. b. lf the apnea |

test cannot be performed as a result of a medical |
confraindication or cannot be completed because |
of hemodynamic instability, desaturation to
<B5%, or an inability to reach a Paco2 of {symbol |
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- these circumstances.

 practice, per OPO policy "Verification and
- Documentation of Brain Death," FS B 3.000,

Continued From page 4

for greater than or equal to) 60 mm Hg, an
ancillary study should be performed.” The OPO
did not verify that brain death had been :
determined and documented using standard
clinical practice, in accordance with OPO policy.
The donor record did not include any other
documentation regarding hospital policy under

Interview with FSC-1 on September 20, 2016 at
2:20 p.m. revealed that verification of brain death
included ensuring a copy of the brain death note
is in the donor's chart, also stating that the brain

- death should include declaration with date and
time, signature "depending on hospital policy,”

- and sometimes a form that Dr. X (Medical :
- Director) uses for declaration. FSC-1 stated that
"every hospital has a different brain death policy.”
 If an apnea test is aborled, FSC-1 stated that ‘
- confirmatory testing "goes by hospital policy.”

The hospital policy was not included in the
specified documentation for verification and
documentation that brain death has been
prenounced in accordance with standard clinical

Revision: 8, Effective Date: 12/31/2014.

These findings were verified with the Manager,

- Business Analytics & Regulatory Compliance on
- 9/20/16 at 3:10 p.m., who stated that there
should have been clinical exams for Donor #1

and Donor #2 and Donor #3.
486.348 QUALITY ASSESSMENT &
PERFORMANCE IMPROVEMENT

- The OPO must develap, implement, and maintain
- a comprehensive, data-driven QAPI program :
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- events, other than infectious disease
transmissions.

Bl Continued From page 5

- designed to monitor and evaluate performance of
. all donation services, including services provided |

under contract or arrangement.

This CONDITION is not met as evidenced by:
Based on document review and interview, the
OPO failed to implement and maintain a
comprehensive Quality assessment and
performance improvement (QAPI) program
inclusive of performance indicators that are

- monitored on an ongoing basis and governing

bady involvement. This deficient practice has the

potential to effect any fulure donor's.

Findings include:

- 1) During interview on September 20, 2016 at

- 10:20 a.m,, the Manager, Business Analylics &

- Regulatory Compliance stated that there are no
- benchmarks, indicators, or thresholds as part of
- the QAP program but that they are "bullding it."

2) Upon request for a copy of the QAPI Plan on
Sepiember 20, 2016 at 10:20 a.m,, the Manager,
Business Analytics & Regulatory Compliance
stated that there is only a draft at this time.

3) During the exit conference on September 20,
20186 at 4:15 p.m., the President/CEO stated that
the Governing Board is not nofified of reportable

4) See Z 200. There Is no evidence that a

physician’s signature or that pronouncement was

documented using standard clinical practice in
accordance with OPO palicy.

B 485.348(a) COMPONENTS OF A QAP
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I Continued From page 6
 PROGRAM

organ recovery and placement, and organ
packaging and transport. The OPO must take

“and track performance to ensure that
improvements are susiained.
This STANDARD is not met as evidenced by:
Based on document review and interview, the
- evaluate performance with regard to OFO
- improvements are sustained. This deficient
. practice has the potential to effect any future

donor's.

: Findings include:
10:20 a.m. with the Clinical Quality Assurance
The Clinical Quality Assurance Coordinator

timed or that the family is wanting to withdraw

to a manager. The Clinical Quality Assurance

The OPO's QAPI program must include objective |
measures o evaluate and demonstrate improved |
performance with regard to OPO activities, such

as hospital development, designated requestor |
training, donor management, timeliness of on-site |
response to hospital referrals, consent practices,

actions that result in performance improvements

- OPO failed to demonsirate objective measures to

- activities and actions fo ensure that performance

1) During an interview on September 20, 2016 at

- Coordinator she indciated she is responsible for
compleieness and accuracy of the donor chart.

stated that the death note should include a note
that the donor is birain dead, signed, dated, and

- care. The Clinical Quality Assurance Coordinator
stated that the death nofes are not flagged asa
reportable event requiring review and assignment
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Il Continued From page 7

Coordinator siated that when corrections are
made successfully the chart is closed. There is
no evidence of monitoring to ensure that the

- corrections are sustained.

- 2) Review of the Organ Donor Records Audit on

September 20, 2016 at 10:20 a.m. revealed :
"Audit item 4.i. Time and date of pronauncement
of death; . copy of declaration of death note.”
There is no evidence that a physician's signature -
or that pronouncement was determined and :

- documented using standard clinical practice, in
- accordance with OPQ policy "Verification and

- Documentation of Brain Death,” FS B 3.000,

- Revision: 9, Effective Date: 12/31/2014.
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